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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Service 
[42CFRPart  101] 

HOSPITAL  REVIEW 

Subpart  G;  Notice  of  Proposed  Rulemaking 

Notice  is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
with  the  approval  of  the  Secretary  of 
Health,  Education,  and  Welfare,  proposes 
to  add  a  new  Subpart  G,  entitled  “Hos¬ 
pital  Review,”  to  Part  101  of  Title  42, 
Code  of  Federal  Regulations. 

I.  Purpose  op  Regxjlations 

The  purpose  of  the  present  proposal  is 
to  implement  sections  1155  and  1156  of 
the  Social  Security  Act  (42  UH.C.  1320c- 
4  and  1320c-5) .  These  sections  deal  with 
the  duties  and  functions  of  Profes¬ 
sional  Standards  Review  Organizations 
(PSROs)  with  respect  to  the  review  of 
health  care  services  and  items  for  which 
payment  may  be  made  under  the  Social 
Security  Act.  Such  review  will  determine 
if  services  are  or  were  medically  neces¬ 
sary,  meet  professionally  recognized 
standards  of  quality,  and,  where  proposed 
to  be  provided  on  an  inpatient  basis, 
could,  consistent  with  the  provision  of 
appropriate  medical  care,  be  effectively 
provided  on  an  outpatient  basis  or  more 
economically  in  an  inpatient  health  care 
facility  of  a  different  type.  This  propsal 
sets  forth  procedures  for  a  review  system 
designed  to  fulfill  the  purposes  of  the 
hospital  review  described  above.  The  Sec¬ 
retary  will  consider  alternative  ap¬ 
proaches  to  portions  of  this  review  sys¬ 
tem  provided  they  are  or  have  the  po¬ 
tential  to  be  as  effective  and  efficient  as 
the  corresponding  portions  of  the  pro¬ 
posed  regulations  for  conducting  hospital 
review. 

II.  History  and  Statutory  Basis 

At  present,  utilization  review  activities 
are  required  imder  Titles  XVHI,  XIX 
and  V  of  the  Social  Security  Act.  Regula¬ 
tions  have  been  proposed  to  implement 
these  statutory  requirements  (see  41 
Federal  Register  13453,  March  30, 1976) . 
Title  XI,  Part  B  of  the  Act  provides  for 
the  establishment  of  new  organizations, 
the  PSROs,  and  a  new  system  for  the  re¬ 
view  of  the  medical  necessity  and  appro- 
priateness  of  services  under  Titles  XVHI 
and  XXX. 

The  proposed  hospital  review  regula¬ 
tions  are  based  on  procedures  and  re* 
quirements  which  were  initially  published 
and  distributed  by  the  Secretary  as  in¬ 
terim  guidelines  in  the  PSRO  Program 
Manual  of  March  1974.  The  system  of 
review  of  the  medical  necessity,  quality 
and  appropriateness  of  health  care  serv¬ 
ices  proposed  in  these  regulations  buUds 
upon  the  experiences  of  hospitals,  foun¬ 
dations  for  medical  care  and  Experi¬ 
mental  Medical  Care  Review  Organiza¬ 
tions  (EMCROs)  in  designing  and  testing 
systems  for  similar  types  of  review. 

Under  section  1155(a)  (1)  oi  the  Social 
Security  Act  and  these  prc^Meed  PSRO 
hospital  review  regulations,  the  locus  of 


responsibility  for  health  care  review  de¬ 
terminations  is  shifted  from  individual 
hospitals  and  third-party  payors  to  local 
physician  organizatirais,  the  PSROs, 
which  will  assume  responsibility  for  per¬ 
formance  of  their  duties  and  functions 
on  a  gradually  increasing  basis.  Respon¬ 
sibility  for  any  review  functions  which 
have  not  be^  assmned  by  a  PSRO  will 
remain  with  those  agencies  or  institu¬ 
tions  presently  having  such  responsibil¬ 
ity  imder  Titles  XVIli  and  XIX. 

HI.  Relation  to  Titles  XVIII  and  XIX 

Appropriate  regulations  imder  this 
Part  wdll  provide  that,  to  the  extent  au¬ 
thority  for  making  determinations  of 
medical  necessity  is  vested  in  the  PSROs, 
it  will  not  be  exercised  by  Intermediaries, 
carriers.  State  agencies,  or  other  fiscal 
agents  with  respect  to  the  provision  of 
items  and  services  subject  to  review  by  a 
PSRO  under  Part  B  of  Title  XI  of  the 
Social  Security  Act.  Rather,  such  orga¬ 
nizations  will  incorporate  I^RO  deter- 
minaticms  of  medical  necessity  into 
their  determinations  of  coverage  and  re¬ 
imbursement  under  Titles  XVHI  and 
XIX  of  the  Social  Security  Act,  as  ap¬ 
propriate.  On  the  other  hand,  it  is  not 
the  responsibility  of  PSROs  to  set  na¬ 
tional  coverage  policy  in  terms  of  what 
services  are  excluded  from  payment  un¬ 
der  section  1862  of  the  Act,  and  for  that 
reason  the  Title  XVHI  coverage  exclu¬ 
sion  guidelines  (Medicare  Part  A  Inter¬ 
mediary  Manual,  Chapter  H  Appendices) 
will  remain  in  effect.  In  addition,  fiscal 
intermediaries  may,  in  their  application 
of  coverage  regulations  and  Adelines, 
request  PSROs  to  make  retrospective  de¬ 
terminations  of  the  medical  necessity  of 
specific  services  delivered  during  both 
approved  and  non-approved  hospital 
stays.  PSROs  should,  therefore,  be  aware 
of  natiiHial  coverage  policies  when!  they 
make  determinations  of  medical  neces¬ 
sity.  In  brief,  it  is  the  PSRO’s  responsi¬ 
bility  to  use  professional  judgment  to 
decide  what  is  medically  necessary,  and 
the  intermediary’s  responsibility  to  ap¬ 
ply  payment  guidelines. 

IV.  Relation  to  Hospitals 

In  order  to  obtain  reimbursement  un¬ 
der  Titles  XVUI  and  XIX,  hospitals  wall 
be  expected  to  cooperate  with  the  PSRO 
in  fulfilling  its  review  responsibilities. 
PSROs  will,  however,  through  the  dele¬ 
gation  process  outlined  in  Subpart  H  of 
this  Part,  take  advantage  of  the  expe¬ 
rience  hospitals  have  gained  in  conduct- 
i^  utilization  and  other  review  activi¬ 
ties.  Hospitals  which  are 'found  by  the 
appropriate  PSRO  to  be  capable  of  effi¬ 
ciently  and  effectively  conducting  the 
review  required  by  the  regulations  may 
continue  to  do  so,  as  specified  more  fully 
in  Subpart  H  of  this  Part  (which  is  be¬ 
ing  published  in  proposed  form  concur¬ 
rently  with  these  proposed  regulations) , 
although  final  responsibility  for  all  re¬ 
view  activities  is  assumed  by  the  area- 
wide  PSRO. 

V.  Application  to  Short  Stay 
Hospitals 

The  proposed  regulations  set  out  be¬ 
low  apply  to  review  of  inpatient  health 


care  services  in  short  stay  hospitals  and, 
in  the  case  of  medical  care  evaluation 
(MCE)  studies,  to  hospital  based  out¬ 
patient  services  as  well  where  inclusion 
is  consistent  with  the  objectives  of  the 
study.  Regulations  regarding  the  review 
of  health  care  services  in  long  term  care 
institutions  and  review  of  ambulatory 
care  services  wdll  be  pr(HX)sed  in  the 
future. 

VI.  The  Review  System 

The  proposed  regulations  set  forth 
three  major  review  components  in  short 
stay  hospitals:  1)  concurrent  review  of 
the  medical  necessity  and  appropriate¬ 
ness  of  admission  to,  and  continued  stay 
in,  a  hospital  (admission  review  and  con¬ 
tinued  stay  review) ;  2)  MCE  studies  to 
assure  the  quality  and  improve  the  na¬ 
ture  of  the  utilization  of  health  care  serv¬ 
ices;  and  3)  analysis  of  health  care  prac¬ 
titioner,  institutional,  and  patient  pro¬ 
files.  Concurrent,  as  well  as  retrospective, 
review  of  services  by  PSROs  is  author¬ 
ized  under  section  1155(b)  (2)  of  the  So¬ 
cial  Security  Act  which  expressly  pro¬ 
vides  for  review  “either  before  or  after, 
or  both  before  and  after,  the  provision  of 
services.”  In  addition,  preadmission  re¬ 
view  by  PSROs  is  authorized  under  sec¬ 
tion  1155(a)  (2)  of  the  Social  Security 
Act.  These  components  of  the  PSRO.  re¬ 
view  system  interact  to  form  a  compre¬ 
hensive  quality  assurance  mechanism. 
Profile  analysis,  for  example,  provides  a 
means  for  judging  the  effectiveness  of  a 
PSRO’s  or  hospital’s  review  program  by 
comparing  similar  data  over  time.  In 
addition,  by  distinguishing  between  usual 
practice  patterns  and  those  that  are  con¬ 
sistently  aberrant,  profile  analysis  allows 
the  PSRO  to  mo^y  its  admission  and 
continued  stay  review  programs  to  focus 
on  defined  problem  situations.  The  con¬ 
current  review  component,  itself,  also 
frequently  identifies  potential  pri^lems 
in  health  care  administration  and  deliv¬ 
ery.  These  can  then  be  topics  for  more 
detailed  medical  care  evaluation  studies 
to  further  define  the  problem  and  de¬ 
velop  means  for  its  solution. 

The  accumulation  of  data  through  con¬ 
current  review,  medical  care  evaluation 
studies,  and  profile  analysis  will  enable 
PSROs  to  identify  areas  of  practice  (e.g., 
diagnoses,  conditions,  therapies,  and  pro¬ 
cedures)  that  demonstrate  consistently 
good  performance.  On  the  basis  of  such 
adequate  ^ata,  PSROs  are  encouraged  to 
focus  concurrent  review  activities  to  con¬ 
centrate  on  problem  areas.  Such  focusing 
of  concurrent  review,  together  with  mon¬ 
itoring  of  other  areas,  is  likely  to  be  the 
key  to  PSRO  efficiency  and  effectiveness. 
Through  focusing,  PSROs  will  be  able  to 
devote  their  review  resources  to  priority 
areas  while  simultaneously  monitoring 
the  effectiveness  of  the  entire  system.  It 
should  be  recognized,  however,  that  fo¬ 
cusing  of  review  can  occur  only  if  a  PSRO 
has  sufficient  review  capability  and  data, 
collected  on  either  a  concurrent  or  retro¬ 
spective  basis,  to  make  the  distinction  be¬ 
tween  problem  areas  and  areas  of  appro¬ 
priate  practice.  Until  such  time  as  capa¬ 
bility  and  a  sufficient  data  base  are 
established  automatic  certification  of 
admission  of  patients  in  specific  cate¬ 
gories  should  not  occur.  When,  however. 
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the  PSRO  has  established  review  capa¬ 
bility  and  sufficient  data,  focusing  of  re¬ 
view  problem  areas  and  auUnnatlc 
cert^cation  of  consistently  i^nH>rlate 
admissions  are  encouraged.  The  Depart¬ 
ment  will  develop,  within  one  year,  guide¬ 
lines  for  the  focusing  of  review  activities. 

A.  APPROACH  TO  CONCURRENT  REVIEW 

All  TiUe  xvm,  xrx  and  V  patients 
will  be  identified  by  PSRO  reviewers  at 
the  time  of  admission.  Depending  upon 
the  stage  of  development  of  the  PSRO’s 
review  system,  wie  of  two  approaches  will 
be  taken.  Where  routine  concurrent  re¬ 
view  procedures  are  to  be  used,  admis¬ 
sions  will  be  subject  to  screening  review 
using  explicit  written  criteria  to  deter¬ 
mine  those  cases  in  which  the  medical 
necessity  for  hospitalization  is  evident 
without  further  review  by  peer  practi¬ 
tioners.  For  those  cases  in  which  this 
screening  process  does  not  clearly  estab¬ 
lish  the  need  for  hospitalization,  the  de¬ 
termination  of  the  medical  necessity  and 
appropriateness  of  hospital  care  is  made 
by  a  peer  of  the  professional  ordering 
hospit€il  admission.  Similarly,  in  cases 
requiring  continued  stay  review,  the 
need  for  continued  stay  in  the  hospital  is 
periodically  assessed  using  a  similar 
screening  and  peer  review  process. 

In  addition,  as  noted  above,  the  PSRO 
will  identify  situations  in  which  the 
medical  necessity  and  appropriateness 
of  admission  and,  in  some  instances,  con¬ 
tinued  stay,  can  be  autmnatically  certi¬ 
fied.  In  the  former  instance  (automatic 
admission  certification) ,  a  length  of  stay 
wUl  be  assigned  to  each  admission  in  this 
category.  In  the  latter  instance  (auto¬ 
matic  certification  of  the  hospitaliza¬ 
tion).  no  admission  or  continued  stay 
review  will  be  conducted.  In  these,  as  in 
all  cases,  the  data  necessary  to  fulfill 
PSRO  reporting  requirements  and  de¬ 
velop  profiles  will  be  collected.  Further, 
It  should  be  emphasized  that  in  the  case 
of  automatic  admission  certification  and 
in  the  more  rare  <^e  of  automatic  cer¬ 
tification  (tf  the  hospitalization,  the 
PSRO  must  have  developed  sufficient 
review  capability  and  data  base  to  justify 
these  abbreviated  procedures. 

Only  where  It  is  clear  that  hospital 
care  is  not  necessary  will  the  PSRO  make 
an  adverse  determination.  PasTnent  for 
further  hospital  care  can  be  denied  only 
if  an  adverse  determination  is  made  by 
a  peer  health  professional.  In  any  in¬ 
stance  where  there  is  reasonable  doubt 
as  to  the  necessity  of  care  at  the  hospital 
level,' the  admission  or  continued  stay 
should  be  approved.  In  this  manner  the 
Interests  of  patients  in  receiving  needed 
health  care  services  are  protected,  and 
the  judgment  of  the  attending  physician 
or  nonidiyslcian  health  care  practitlcmer 
with  attending  privileges  is  fully  con¬ 
sidered. 

When  admission  review  is  conducted, 
it  should  generaUy  be  initiated  as  soon  as 
possible  following  admission  and  must 
be  completed  within  three  working  days 
of  such  admission.  The  Secretary  believes 
that  review  of  the  necessity  and  appro- 
priat^ess  of  admission  concurrent  with 
admission  affords  reviewers  the  best  op¬ 


portunity  to  consider  the  unique  charac¬ 
teristics  of  each  patient.  The  ready  avail- 
abiltty  of  the  medical  recmrd  and  the 
patient’s  attending  physician  win  aUow 
review  decisions  to  be  based  upon  the 
most  accurate  available  Informatiim.  In 
order  best  to  judge  the  necessity  and  iqi- 
propriateness  of  an  admlssiim,  reviewers 
should  complete  their  asses^ent  as  close 
to  the  point  of  admission  as  possible,  In 
most  cases  within  one  or  two  days.  Thus, 
the  three  day  allowance  should  not  be 
interpreted  as  a  guideline  for  timing  of 
review,  but  as  an  upper  limit  for  com¬ 
pletion. 

It  should  he  clearly  understood  that  a 
reviewer’s  decision  concerning  the  neces¬ 
sity  and  appropriateness  of  hospital  care 
is  based  on  the  tjrpes  of  diagnostic  and 
therapeutic  health  care  services  needed 
by  a  patient  A  diagnosis  need  not  have 
been  established  nor  must  a  workup  be 
completed  within  the  three  working  day 
timeframe.  Approval  would  be  given  \m- 
less  there  was  no  clear  reason  for  con¬ 
tinuing  a  diagnostic  workup  at  the  hos¬ 
pital  level.  This,  coupled  with  the  fact 
that  PSROs  will,  with  time,  limit  their 
admission  review  by  fCKUsing  on  prob¬ 
lem  areas,  makes  the  three  working  day 
limit  for  the  vast  majority  of  cases  an 
appri^riate  balance  between  the  need  to 
review  the  necessity  of  admission  shortly 
thereafter  and  considerations  of  admin¬ 
istrative  efficiency. 

These  regulations  also  require  the  re¬ 
view,  within  three  working  days  of  ad¬ 
mission,  of  elective  surgical  and  other 
major  elective  diagnostic  and  therapeu¬ 
tic  procedures.  Where  there  is  evidence 
of  medically  unnecessary  or  inappropri¬ 
ate  utilization  of  such  procedures,  de¬ 
veloped  for  example  through  medical 
care  evaluation  studies,  profile  analysis, 
or  concurrent  review,  procedure  review 
must  take  place  prior  to  the  perfcumance 
of  the  procedure.  Where  the  PSRO  has 
a  reasonable  belief  that  utilization  is 
medically  unnecessary  or  inappropriate, 
review  should  take  place  prior  to  the 
performance  of  the  procedure.  These  re¬ 
quirements  are  Int^ded  to  assure  that 
patients  are  afforded  the  benefits  of 
PSRO  screening  review,  and  where  nec¬ 
essary,  peer  review  prior  to  undergoing 
elective  surgical  or  other  elective  pro¬ 
cedures  with  the  attendant  risks  of  anes¬ 
thesia,  iatrog^ic  illness,  and  post-sur¬ 
gical  complications.  By  conducting  re¬ 
view  prior  to  the  performance  of  the  pro¬ 
cedure  in  the  case  of  known  problem 
areas,  the  risks  of  an  unnecessary  proce¬ 
dure  may  be  avoided  and  limited  pro¬ 
gram  resources  will  not  be  wasted. 

It  is  recognized  that  in  some  cases 
(e.g.,  those  scheduled  for  surgery  im¬ 
mediately  after  admission  or  the  morn¬ 
ing  after  a  weekend  tuimission),  review 
prior  to  the  procedure  might  resifit  in 
postponement  of  the  provisl<m  of  serv¬ 
ices  and  increased  lengths-of-stay 
to  enable  the  PSRO  to  comidete 
required  review.  Since  such  a  result  is 
clearly  not  the  intent  of  these  r^ula- 
tions,  where  length-of-stay  may  be  in¬ 
creased  only  because  of  review,  the  PSRO 
should  make  every  reasmiable  eff(H*t  to 
complete  review  without  delaying  the 


4625 

procedure,  as,  for-example,  by  perform¬ 
ing  review  prior  to  admission. 

Explicit  written  norms,  criteria,  and 
standards,  adopted  by  the  PSRO  in  ac¬ 
cordance  with  requirements  set  forth  in 
Instructions  and  in  Subpart  I  of  this 
Part  (which  is  being  puUished  in  pro¬ 
posed  form  concurrently  with  these  pro¬ 
posed  regulations)  will  be  utilized  in 
these  review  activities. 

B.  MEDICAL  CARE  EVALUATION  (MCE)  STUDIES 

MCE  studies  are  an  exceedingly  impor¬ 
tant  component  of  the  PSRO  review  sys¬ 
tem.  They  afford  PSROs  and  hospitals 
the  opportimity  to  examine  well  defined 
areas  of  practice  to  identify  probl«ns  in 
the  quality  or  administration  of  health 
services  as  well  as  to  dccumait  that  high 
quality  care  is  being  delivered.  These  reg¬ 
ulations  outline  a  generic  approach  for 
conducting  MCE  studies.  This  ap¬ 
proach — which  is  well  rooted  in  the  past 
experiMice  of  hospital  medical  audit 
committees — includes  the  steps  necessary 
to  Identify  problems  (if  any),  attempt 
their  correction  and  determine  if  the  cor¬ 
rective  action  has  succeeded. 

Additionally,  these  regulations  contain 
requirements  for  a  minimtun  number  of 
MC7E  studies  which  varies  denuding  up¬ 
on  the  number  of  admissions  to  the  hos¬ 
pital.  By  requiring  more  studies  in  hos¬ 
pitals  with  more  admissions,  the  benefits 
of  MC7E  studies  can  be  more  uniformly 
distributed  across  patients  and  practi¬ 
tioners. 

A  principal  characteristic  of  all  MCE 
studies  and  a  requirement  of  these  reg¬ 
ulations,  is  that  those  psactitkmers  whose 
delivery  of  care  is  to  be  assessed  are  in¬ 
volved  in  the  design  of  the  study  and 
in  the  development  of  the  criteria  and 
standards  to  be  used.  Uhls  iqapBoach helps 
to  assure  that  the  results  of  the  study 
are  more  credible  and  in  assuring 
smooth  implementation  of  any  necessary 
corrective  action.  Also,  many  groups  have 
found  that  involvementin  the  design  and 
conduct  of  MCE  studies,  especially  the 
development  of  criteria  and  standards,  is 
educational.  The  interactimi  of  the  dis¬ 
cussants  helps  to  define  acceptable  alter¬ 
native  approaches  to  a  clinical  problem, 
highlights  the  degree  to  which  there  is 
scientific  basis  for  certain  practices  and 
increases  the  awarraiess  of  some  partici¬ 
pants  of  the  need  to  mo^y  their  prac¬ 
tice  habits. 

Over  recent  years  it  has  also  become 
Increasingly  apparent  that  continuing 
medical  education  should  be  linked  more 
closely  to  the  results  of  the  review  of 
health  care  quality.  MCE  studies  con¬ 
stitute  the  important  first  step  in  this 
linki^e  by  providing  clear  definition  of 
the  causes  of  problems  in  the  quality  (rf 
health  care. 

Finally,  it  is  important  to  recognize 
that  MCE  studies  do  not  constitute  clin¬ 
ical  research  in  the  usual  investigative 
sense.  Their  purpxise  is  to  evaluate  cur¬ 
rent  local  clinical  or  administrative 
practices  to  determine  if  they  match 
local  expectations  as  defined  by  criteria. 
In  an  MCE  study,  criteria  and  standards 
are  to  be  based  on  the  medical  literature 
(including  the  results  of  clinical  re- 
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search)  and  on  the  experience  of  local 
practitioners. 

C.  PROFILE  ANALYSES 

These  regulations  also  lurovide  for 
data  collection,  analysis,  and  develop- 
mrat  In  the  form  of  profiles.  Section 
155(a)(4)  of  the  Act  requires  that  pro¬ 
files  for  patients,  physicians,  and  pro¬ 
viders  be  maintained  and  reviewed  by 
PSROs.  These  data  sets  will  compare  in¬ 
stitutional  and  physician  practice  pat¬ 
terns  and  evaluate  these  patterns  over 
time.  The  evaluatlcxis  will  show  areas  of 
care  on  which  the  PSROs  may  focus  re¬ 
view  in  ord^  most  effectively  and  effi¬ 
ciently  to  fulfill  their  purpose  of  assuring 
quality.  Problem  areas  may  then  be  more 
intensively  reviewed  by  concurrent  re¬ 
view  mechanisms  or  MCE  studies.  Pro¬ 
file  analysis  also  promotes  efficiency  on 
a  wider  scale  when  PSROs  use  ccHnpara- 
tive  data  in  carrying  out  Iheir  responsi¬ 
bilities  of  assuring  appropriate  review 
activities  in  delegated  hospitals.  In  evalu¬ 
ation  of  the  data  from  multiple  PSROs. 
ultimately  the  effects  of  the  entire  re¬ 
view  syst^  may  be  analyzed.  Thus  pro¬ 
file  analysis  will  serve  to  continuously 
define  problem  areas,  document  quality 
care,  and  serve  as  an  overall  monitoring 
system  of  PSRO  review. 

Vn.  Alternative  Plans 

The  Secretary  actively  encourages 
PSROs  to  submit  review  plans  which 
propose  innovative  approaches  to  meet 
the  objectives  of  c(mcurrent  review.  Such 
proposals  will  be  accepted  by  the  Secre¬ 
tary,  If  they  are  consistent  with  the  pro¬ 
visions  of  Title  XI.  Part  B  of  the  Act  and 
if  they  have  been  shown  to  be  or  have 
the  potential  to  be  equally  or  more  effi¬ 
cient  and  effective  than  the  concurrent 
review  procedures  described  in  this  reg¬ 
ulation.  If  the  Secretary  approves  alter¬ 
nate  methods  of  review,  the  PSRO  di¬ 
rectly,  or  a  hospital  performing  review 
for  ^e  PSRO,  may  utilize  such  proce¬ 
dures  in  lieu  of  concurrent  review.  Pro¬ 
cedures  with  potential,  but  not  of  proven 
effectiveness,  will  be  approved  in  the 
early  stages  of  the  program  by  the  Sec¬ 
retary  for  Implementation  in  only  a  lim¬ 
ited  number  of  PSRO  areas.  Those 
which  demoiil^trate  effectiveness  can 
later  be  more  broadly  implemented 
across  the  PSRO  program.  Profile  anal¬ 
ysis  must  be  a  part  of  each  PSRO’s  re¬ 
view  system  imder  section  1155(a)  (4)  of 
the  Social  Security  Act.  MCE  studies, 
because  they  represent  a  mechanism  to 
provide  an  in-depth  analysis  of  the 
quality  and  utilization  of  services  and 
because  there  is  a  broad  range  of  accept¬ 
able  methods  for  their  conduct,  must 
also  be  included  in  each  PSRO’s  review 
system. 

VIII.  Objectives  and  Impact 

PSROs  are  empowered  to  review  the 
care  provided  to  Medicare,  Medicaid,  and 
Title  V  patients  and  to  determine  if  (1) 
the  care  provided  is  medically  necessary, 
(2)  the  quidlty  of  care  meets  profession¬ 
ally  accepted  standards  and  (3)  the  ca^e 
is  to  be  or  was  provided  in  the  most  eco¬ 
nomical  setting  consistent  with  the 


health  care  needs  of  the  patient.  Expe¬ 
rience  from  similar  past  efforts  indicated 
that,  at  least  for  the  first  year  or  two, 
PSROs  adll  decrease  the  number  and 
possibly  the  length  of  hospital  admis- 
si(xis.  This  should  result  in  cost  savings 
which  may  or  may  not  be  separately 
identifiable  as  they  are  mixed  with  the 
mtiltitude  of  other  factors  which  influ¬ 
ence  the  level  of  health  expenditures. 

After  this  jnltial  impact,  the  net  effect 
of  PSRO  re^w  on  expenditures  is  less  - 
predictable.  This  is  particularly  true 
when  it  is  realized  that  the  emphasis  of 
PSRO  review  will  probably  change  with 
time.  CTurrently  PSROs  focus  consider¬ 
able  attention  to  the  necessity  for  hos¬ 
pitalization,  but  emphasis  may  gradually 
shift  as  review  and  analysis  identify  new 
needs  and  problem  areas. 

Medical  care  evaluation  studies,  by 
their  general  educational  effects  as  well 
as  specific  recommendations,  are  likely 
to  lead  to  improvement  in  the  quality 
of  care,  but  effects  on  expenditures  are 
less  predictable. 

Therefore,  PSROs  and  all  other  health 
care  review  mechanisms  with  which  we 
are  familiar,  have  limited,  albeit  impor¬ 
tant,  responsibfilties  and  effects.  In  ful¬ 
filling  these  responsibilities,  health  pro- 
fesslcmals  will  broadly  assess  the  qual¬ 
ity  of  care  provided  by  their  peers.  They 
will  specifically  assess  the  medical  neces¬ 
sity  of  care,  the  degree  to  which  the 
health  care  process  and  its  outcomes 
comply  with  local  standards,  and  the 
appropriateness  of  the  setting.  Thus, 
PSRO  review  will  directly  address  the 
quality  of  patient  care.  The  impact  such 
review  will  have  on  health  care  expendi¬ 
tures  is  impredictable  but  the  overall  ef¬ 
fect  of  PSROs,  under  the  proposed  pro¬ 
cedures,  is  expected  to  improve  the 
utilization,  cost  and  quality  of  health 
care  provided  under  Medicare  and 
Medicaid. 

The  new  regulations  policies  of  the 
Department  issued  July  25,  1976,  require 
that  this  Notice  of  Proposed  Rulemaking 
(NPRM)  have  an  implementation  plan 
prepared  prior  to  its  issuance.  In  com¬ 
pliance  with  these  requirements,  an  im¬ 
plementation  plan  was  forwarded  to  the 
Secretary,  and  he  has  authorized  the  is¬ 
suance  of  this  NPRM  without  the  use 
of  a  Notice  of  Intent  (NOD  which  would 
otherwise  be  required  by  the  new  policies 
because: 

1.  There  Is  an  urgent  requirement  for  these 
regulations. 

2.  Over  an  extended  period  of  time  there 
has  been  significant  int«actl(»i  between  the 
Department  and  organizations  and  Individ¬ 
uals  in  the  development  of  this  NPRM  which 
has  satisfied  the  spirit  and  intent  of  the  NOI. 
Specifications  for  this  NPRM  were  reviewed 
by  the  National  Professional  Standards  Re¬ 
view  Council  at  pubUc  meetings  and  avail¬ 
able  for  public  comment  at  least  twice.  Draft 
transmittals  presenting  poUcies  incorpmated 
in  this  NPRM  have  been  presented  to  the 
National  CouncU,-  cmd  circulated  to  all  plan¬ 
ning  and  conditional  PSROs,  and  PSRO  Sup- 
p<Mt  Centers  and  professional  cM'ganizatlons, 
as  well  as  other  organizations  that  routinely 
receive  PSRO  information.  In  addition,  re¬ 
quests  by  outside  organizations  for  informa¬ 
tion  contained  in  this  NPRM  have  been  ful¬ 
filled. 


Interested  persons  are  invited  to  sub¬ 
mit  written  comments,  suggestions  or  ob¬ 
jections  concerning  the  pn^Msed  regula¬ 
tions  to  the  Director,  Bureau  of  Quality 
Assurance,  Health  Services  Admlnistra- 
ti(xi.  Room  16A55,  5600  Fishers  Lane, 
Rockville,  Maryland  20857,  on  or  before 
March  28.  1977.  All  comments  received 
in  timely  response  to  this  Notice  will  be 
consider^  and  will  be  available  for  pub¬ 
lic  inspecticHi  in  the  above  named  office 
during  regular  business  hours. 

It  is  proposed  to  make  this  regulation 
effective  upon  republicaticm  in  the  Fed¬ 
eral  Register. 

Note. — ^The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  majOT  pro¬ 
posal  requiring  preparation  of  an  Inflation 
Inq>act  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  November  22, 1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  January  11,  1977. 

Marjorie  Lynch, 

Acting  Secretary. 

PART  101— PROFESSIONAL 
STANDARDS  REVIEW 

It  is  proposed  to  issue  a  new  Subpart 
G  of  Part  101  of  Title  42  as  set  out  below. 

Subpart  G — Hospital  Review 

Sec. 

101.701  AppllcabUity. 

101.702  Definitions. 

101.703  Concurrent  review. 

101.704  Preadmission  review. 

101.705  Modifications  at  review  activities. 

101.706  Ph]rsician  certification. 

101.707  Notice  of  adverse  initial  determina¬ 

tions. 

101.708  Informing  discharge  planners. 

101.709  Alternate  review  methods. 

101.710  Medical  care  evaluation  studies. 

101.711  Profile  analysis. 

101.712  Involvement  of  nonphirsiclan  health 

care  practitioners. 

101.713  Reviewer  qualifications. 

101.714  Examination  of  the  operation  and 

records  of  hospitals. 

101.715  Refusal  of  hospital  to  aUow  PSRO 

entry  and  performance  of  review. 

101.716  Reports  to  the  Secretary. 

Authoritt:  (Sec.  1155  and  1156  of  the 
Social  Security.  Act,  sec.  249F(b)  Pub.  L. 
92-603,  86  Stat.  1433-143  (42  U.&C.  1330C-4 
and  1320C-5),  sec.  1102  of  the  Social  Security 
Act.  49  Stat.  647,  as  amended  (42  UJS.C. 
1302).) 

Subpart  G — Hospital  Review 
§  101.701  Applicability. 

The  provisions  of  this  Subpart  are  ap¬ 
plicable  to  the  exercise  by  PSRC^  of  their 
duties  and  functions  under  sections  1155 
and  1156  of  the  Social  Security  Act  (42 
VB.C.  1320-04  and  1320-C5).  Unless 
otherwise  Indicated,  the  provlskHis  of  this 
Subpart  relating  to  duties  and  functicms 
of  PSROs  shall  also  tq^ly  to  hospital  re¬ 
view  committees  performing  delegated 
PSRO  review  functlims  pursuant  to 
Subpart  H  of  this  Part  and  section  1155 
(e)  of  the  Act. 

Section  1155(a)  (1)  of  the  Social  Secu¬ 
rity  Act  (42  n.S.C.-c4) ,  which  states  the 
general  review  respon^lllty  of  PSROs, 
provides  that  notwithstanding  any  other 
provisions  of  law,  but  consistent  with  the 
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provlsioiis  of  Part  B  of  Title  XI  of  the 
Social  Security  Act,  tt  shall  be  the  duty 
and  functloa  of  each  PSRO  to  assume 
for  Its  geogn^^ilc  area,  at  the  earliest 
date  praotlcable,  responstisility  for  the  re¬ 
view  of  the  iux>fessl<mal  activities  in  such 
area  (rf  physicians  and  other  health  care 
practltlcmers  and  institutional  and  non- 
institutional  providers  of  health  care 
services  in  the  provlsiaQ  of  health  care 
services  and  Items  for  which  payment 
may  be  made  (in  whole  or  in  part)  under 
the  Social  Security  Act  for  the  purpose 
of  determining  whether: 

(a)  such  services  and  items  are  or 
were  medically  necessary; 

(b)  the  qtiality  of  such  services  meets 
professionally  recognized  standards  of 
health  care;  and 

(c)  in  case  such  services  and  items 
are  or  wore  proposed  to  be  provided  in  a 
hospital  on  an  inpatient  basis,  such  serv¬ 
ices  and  items  could,  conslst^t  with  the 
provision  of  mTpropriate  meidcal  care,  be 
effectively  prcndded  cm  an  outpatient 
basis  or  m<«e  economically  in  an  inpa¬ 
tient  health  care  facility  of  a  different 
type. 

§  101.702  Definitions. 

As  used  in  this  Subpart:  (a)  “Act” 
means  the  Social  Security  Act,  as  amend¬ 
ed  (42  U.S.C.Chap.  7). 

(b)  ** Active  staff  privileges  in  a  hos¬ 
pital”  means  that  a  physician  or  non- 
physician  health  care  practitioner  is  au¬ 
thorized  on  a  regular,  rather  than  in¬ 
frequent  or  courtesy,  basis:  (1)  to  order 
the  admission  of  patients  to  a  hospital; 
(2)  to  perform  diagnostic  services  in  a 
hosi^tal;  (3)  to  care  for  and  treat 
pati^ts  in  a  hosi^tal. 

(c)  "Admission  review”  means  a  re¬ 
view  and  an  initial  determination  by  a 
PSRO  of  the  medical  necessity  and 
appropriateness  of  the  patient’s  admis¬ 
sion  to  a  hospital  level  caze. 

(d)  “Assigned  length-of-stay”  means 
the  number  of  days  from  admission  at 
which  Uie  determlnatkm  of  the  medical 
necessity  of  continued  hospital  stay 
would  ordinarily  be  made  by  the  PSRO. 

(e)  “C^ertlfled  length-of-sta3r”  means 
a  period  time  which  a  PSRO  approves 
as  a  medically  necessary  and  appnK>i1ate 
period  for  a  patient  to  receive  inpatient 
care  in  a  hospital. 

(f )  “Concturent  review”  means  admis¬ 
sion  review  and  continued  stay  review. 

(g)  “Continued  stay  review”  means  a 
review  and  an  initial  determination  by  a 
PSRO,  dining  a  patient’s  hospitalization, 
of  the  medical  necessity  and  appropriate¬ 
ness  of  ccmtlnuatlon  of  the  patient’s  stay 
at  a  hospital  level  of  care. 

(h)  “CJriterla”  means  predetermined 
elements  health  care,  developed  by 
health  professionals  raying  on  profes¬ 
sional  expertise,  prior  experience  and  the 
professional  literature,  with  which 
aspects  of  the  quality,  medical  neces¬ 
sity,  and  aig>ropiiateness  of  a  health  care 
service  may  be  compared. 

(1)  “Elective,”  when  apidied  to  a  health 
care  service,  means  a  service  that  can 
be  ddayed  without  substantial  ri^  to 
the  patient  and  is  not  necessary  immedi¬ 
ately  to  prev^t  Imminent  death  or  seri¬ 


ous  impairment  of  the  health  of  the  in¬ 
dividual.  ^ 

(j)  “Health  care  service”  means  an  in¬ 
patient  service  or  iton  for  whkdi  pay¬ 
ment  may  be  made  (in  whole  or  in  part) 
under  the  Act. 

(k)  “Hospital”  means  a  health  care 
institution  or  distinct  part  of  a  health 
care  instltutl<m  providing  health  care 
services  in  the  PHEIO  area,  as  defined  in 
sectkm  1861(e) -(g)  of  the  Act,  ^cept 
that  the  institution  shall  not  be  a  Chris¬ 
tian  Science  sanatorium  <g)erated,  or 
listed  and  certified  by  the  First  Church 
of  Christ,  Scientist,  Boston,  Massachu¬ 
setts. 

(l)  “Initial  determinatkm”  means  a 
review  determination  by  a  PSRO,  or  by  a 
hospital  review  committee  acting  as  a 
delegate  of  the  PSRO  under  section 
1155(e)  of  the  Act,  regarding  the  medical 
necessity  or  quality  of  health  care  serv¬ 
ices  provided  to  a  patient  or  the  appro- 
piia^ess  of  the  l^el  of  care  at  whidi 
the  services  are  delivered. 

(m)  “Loigth-of-stay  projection” 
means  a  criterion  which  defines  the  ex¬ 
pected  point  in  time  at  which  patteits 
of  xiTniiar  age  and  diagnosis  or  condition 
would  be  expected  to  be  ready  for  dis¬ 
charge.  This  projectkm  is  established  by 
the  PSRO  based  iipon  an  analysis  of 
re^cmal  norms  and,  where  available, 
PSRO  area  nmms  fw  lengths-of-stay. 

(n)  “Major  clinical  area”  meam  med¬ 
icine,  surgery,  pediatrlos,  obstetrics  and 
gynecology,  or  psychiatry. 

(o)  “Major  diagnostic  or  therapeutic 
procedure”  means  a  procedure  which  in¬ 
volves  a  surgical  or  anesthetic  risk  or 
requires  highly  tirained  personnel  or 
requires  highly  trained  personnel  or  spe¬ 
cial  facilities  or  equipmeit. 

(p)  “Medical  care  evaluation  study” 
means  a  process,  usually  perfemed  ret¬ 
rospectively,  in  which  an  ln-de>th  as¬ 
sessment  of  the  quality  and/or  the  na¬ 
ture  of  the  utilization  of  health  care 
services  is  conducted,  corrective  action 
is  taken,  wha%  indicated,  and  a  subse¬ 
quent  analysis  is  made  of  the  impact  of 
the  corrective  actiem. 

(q)  “Nonphysician  health  care  prac¬ 
titioners”  means  those  health  profes-* 
sionals  who  do  not  h<dd  a  DoeUx*  of 
Medicine  or  Doctor  (ff  Osteopathy  degree, 
meet  all  applicable  State  or  Federal  re¬ 
quirements  tor  practice  of  their  profes¬ 
sion,  and  are  active  involved  in  the 
delivery  of  direct  patient  care  or  health 
care  services. 

(r)  “Norms”  mean  numerical  or  stat¬ 
istical  measiires  of  usual  observed  per¬ 
formance  of  health  care  services. 

(s)  “Physician”  means  a  doctor  of 
medicine  or  oste<H}£tthy  or  another  in¬ 
dividual  who  is  authorized  under  State  or 
Federal  law  to  practice  medicine  and 
surgery,  or  osteopathy. 

(t)  “Preadmission  review”  means  a  re¬ 
view  and  an  initial  determinatkm  by  a 
PSRO,  prior  to  a  patient’s  admission  to 
a  hospital,  of  the  medical  necessity  and 
appnmrlateness  of  the  pati^t’s  dective 
admission  to  a  hospital  level  of  care. 

(u)  “Profile”  means  aggregated  data 
in  formats  which  dksjfiay  patterns  ot 
health  care  services  over  a  defined  period 
of  time. 


(v)  “Profile  analysis”  means  review 
and  analysis  of  pnmies  to  idmtlfy  and 
consider  patterns  of  health  care  services. 

(w)  “PSRO”  means  a  Prcrfessional 
Standards  Review  Organizatkm  which  is 
conditionally  or  imconditionally  desig¬ 
nated. 

(X)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  ofBcer  or.jnnployee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  wlHHn  the  authority  involved  has 
been  d^egated. 

(y)  “Standards”  mean  professional^’ 
developed  expressions  of  the  range 
acceptshle  variation  freun  a  norm  or 
criterion. 

(z)  “Working  day”  means  any  one  of 
at  least  five  days  cd  each  week  (exclud¬ 
ing,  at  the  optiem  of  each  PSRO,  legal 
holidays),  in  which  the  necessary  per¬ 
sonnel  are  available  to  perform  review 
in  the  hospital 

§  101.703  Concurrent  review. 

(a)  Admission  review.  (1)  Require¬ 
ment  for  Review:  (i)  until  the  PSRO  is 
able  to  modify  its  review  activities  in 
accordance  with  S  101.705,  each  PSRO 
shall  assess  the  medical  necessity  and 
iqjproprlateness  of  eadt  admission  to  a 
hospitd  of  a  patient  entitled  to  benefits 
imder  the  Act.  Such  assessment  shall  be 
accomplished  as  preserlbed  in  subpara¬ 
graph  (a)  (1)  (li)  below  or  as  specified  in 
S  101.704. 

(il)  The  assessment  shall  consist  of 
screening  review  and,  where  necessary, 
peer  review.  Screening  review  shall  be 
conducted  by  an  appropriately  trained 
mmj^slcian  representative  of  the 
P^IO  or  by  a  physician  or  an  appropri¬ 
ate  nonph^lcian  health  care  practi¬ 
tioner  representative  of  the  PSRO  using 
PSRO  criteria  and  standards  developed 
pursuant  to  Subpart  I  of  this  Part  to 
screen  cases  in  order  to  select  those  cases 
requiring  peer  review. 

(Ill)  Where  as  a  result  of  the  assess¬ 
ment  the  PSRO  determines  that  such 
services  are  medically  necessary  and  ap¬ 
propriately  provided  at  a  hospital  level 
of  care  it  shall  so  certify  the  admission. 

(iv)  Where  as  a  lestf  t  ot  peer  review 
the  PSRO  determines  that  such  services 
are  not  medically  necessary  or  not  ap- 
pnmrlately  provided  at  a  hospital  level 
of  care  it  shall  render  and  provide  notice 
of  an  adverse  initial  determination  re¬ 
garding  the  patient’s  admission.  Notice 
of  such  adverse  Initial  determination 
Shan  be  provided  as  prescribed  in 
§  101.707. 

(V)  In  the  case  of  Medicare  benefici¬ 
aries,  PSRO  determinations  regarding 
the  appropriateness  of  a  particular  level 
of  care  shaU  be  made  in  accordance  with 
the  levti  of  care  definitions  In  sections 
1814  and  1861  of  the  Act,  20  CFR  405  - 
116,  405.126-405.128  as  amended,  and 
related  guidelines  of  the  Secretary. 

(vl)  Admission  review  shaU  be  com¬ 
pleted  within  three  wmrking  days  of  the 
admission,  including  certification  as  de¬ 
scribed  in  (a)(1)  (Hi)  or  the  provision 
of  adverse  notice  as  descifted  In  (a) 
(l)(lv). 

(vil)  Where  the  purpose  of  admission 
is  for  the  performance  of  elective  sur- 
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gery  or  other  elective  major  diagnostic 
or  therapeutic  procedure,  review  to  de¬ 
termine  the  medical  necessity  of  the  sur¬ 
gery  or  other  such  procedure  shall  be 
completed  within  three  working  days  of 
the  admission.  Where  documentation  is 
developed  by  the  PSRO  that  indicates 
medically  unnecessary  or  inappropriate 
utilization  of  a  procedure,  review  of  the 
medical  necessity  of  that  procedure  must 
be  completed  prior  to  the  procediu’e. 
Where  a  PSRO  has  a  reasonable  belief 
that  a  procedure  is  inappropriately  uti¬ 
lized,  review  shall  be  completed  prior  to 
the  procedure. 

(2)  Initial  assigned  length-of-stay: 
When  an  admission  is  certified  in  ac¬ 
cordance  with  subparagraph  (1)  of  this 
paragraph,  the  PSRO  shall  assign  an 
initial  lenedh-of-stay  using;  (i)  Rele¬ 
vant  length-of-stay  'projections  devel¬ 
oped  by  the  PSRO  pursuant  to  Subpart 
I  of  this  Part,  for  groups  of  patients  with 
the  same  condition  (and  modified,  as 
necessary,  to  reflect  the  clinical  situation 
of  the  individual  patient  who  is  the  sub¬ 
ject  of  the  admission  review)  to  indicate 
the  expected  point  in  time  that  the  pa¬ 
tient  will  no  longer  require  a  hospital 
level  of  care,  or; 

(ii)  Length-of-stay  norms,  where 
appropriate,  for  diagnoses  or  conditions 
for  which  the  PSRO  has  not  yet  devel¬ 
oped  length-of-stay  projections.  In  such 
cases,  the  initial  assigned  length-of-stay 
shall  usually  be  based  on  the  50th  per¬ 
centile  of  lengths-of-stay  for  patients 
of  a  similar  age  and  condition.  The 
PSRO  may  use  its  own  length-of-stay 
norms  if  this  is  justified  in  accord  with 
§  101.907  of  this  Part  after  analysis  of 
corresponding  regional  norms,  or: 

(iii)  In  cases  where  the  diagnosis  is 
imclear  at  the  time  of  admission,  or 
where  length-of-stay  projections  and 
norms  are  unavailable,  a  reasonable 
length-of-stay  assigned  in  accordance 
with  the  nature  of  the  patient’s  medical 
problem  and  the  projected  time  when 
the  patient’s  condition  will  be  more  fully 
clarified,  or; 

(iv)  In  the  case  of  a  PSRO  conducting 
concurrent  quality  assurance,  the  ex¬ 
pected  point  in  time  that  a  critical  pro¬ 
cedure  or  outcome  may  be  expected  to 
occur,  as  determined  by  the  PSRO. 

(3)  Attending  physician  opportunity 
to  discuss:  If  the  PSRO  has  reason  to 
believe  that  an  admission  will  not  be 
certified  it  shall  promptly  notify  the 
patient’s  attending  physician  or  non- 
physician  health  care  practitioner  at¬ 
tending  the  patient  and  afford  him  an 
opportunity,  within  the  period  pre¬ 
scribed  in  sulHwuragraph  (a)(l)(vi)  of 
this  section,  to  discuss  the  matter  with 
the  PSRO  and  explain  the  nature  of 
the  patient’s  needs  for  hospital  services 
including  all  factors  which,  in  his  opin¬ 
ion,  preclude  treatment  of  the  patient 
as  an  outpatiait  or  at  an  alternative 
inpatient  level  of  care. 

(b)  Continued  stay  review.  (1)  Re¬ 
quirement  for  review:  (i)  Where  a 
patient  whose  admission  has  been  cer¬ 
tified  by  the  PSRO  remains  in  the  hos¬ 
pital,  the  PSRO  shall,  except  as  specified 
in  §  101.705,  assess  the  medical  necessity 


and  appropriateness  for  continued  hos¬ 
pitalization  of  such  patient.  The  assess¬ 
ment,  consisting  of  screening  review  and. 
where  necessary,  peer  review  shall  be  ini¬ 
tiated  prior  to  the  last  day  assigned  un¬ 
der  the  initial  assigned  length-of-stay 
and  completed  by  the  expiration  of  the 
initial  assigned  lenerth-of-stay  period. 
Screening  review  shall  be  conducted  by 
an  appropriately  trained  nonphysician 
representative  or  by  a  physician  or  an 
appropriate  nonphysician  health  care 
practitioner  representative  of  the  PSRO 
using  PSRO  criteria  and  standards  de¬ 
veloped  pursuant  to  Subpart  I  of  this 
Part  to  screen  cases  in  order  to  select 
those  cases  requiring  peer  review. 

(ii)  Where  the  PSRO  determines  that 
such  services  are  medically  necessary 
and  appropriately  provided  at  a  hospital 
level  of  care,  it  shall  assign  a  continued 
length-of-stay  by  the  end  of  the  previ¬ 
ously  assigned  length-of-stay  p>eriod. 

(iii)  Where  the  PSRO  determines  that 
such  services  are  not  medically  necessary 
or  not  appropriately  provided  at  a  hos¬ 
pital  level  of  care,  it  shall  render  and 
provide  notice  of  an  adverse  initial  de¬ 
termination  regarding  the  patient’s  con¬ 
tinued  stay  by  the  last  day  of  the  initial 
assigned  length-of-stay  period.  Notice  of 
such  adverse  initial  determination  shall 
be  provided  as  prescribed  in  §  101.707. 

(iv)  In  the  case  of  Medicare  bene¬ 
ficiaries,  PSRO  determinations  regarding 
the  appropriateness  of  a  particifiar  level 
of  care  shall  be  made  in  accordance  with 
the  level  of  care  definitions  in  sections 
1814  and  1861  of  the  Act,  20  CPR  405.116, 
405.126-405.128  as  amended,  and  perti¬ 
nent  guidelines  of  the  Secretary. 

(2)  Duration  of  continued  length-of- 
stay.  Where  the  PSRO  has  determined 
that  a  continued  length-of-stay  shall  be 
assigned,  the  PSRO  shall  determine  the 
duration  of  the  continued  length-of-stay 
based  upon  the  expected  point  in  time 
that  the  individual  patient  will  no  longer 
require  a  hospital  level  of  care. 

(3)  Attending  physician  opportunity 
to  discuss.  If  the  PSRO  has  reason  to 
believe  that  it  will  not  assign  a  continued 
length-of-stay,  it  shall  so  notify  the 
patient’s  attending  physician  or  nonphy¬ 
sician  health  care  practitioner  att^ding 
the  patient  in  accordance  with  the  pro¬ 
cedures  specified  in  subparagraph  (a)  (3) 
of  this  section  and  within  the  period  pre¬ 
scribed  in  subparagraph  (b)  (1)  (i)  of  this 
section. 

(4)  Additional  continued  stay  review. 
Before  the  e}q>iration  of  the  continued 
length-of-stay,  each  case  shall  be  re¬ 
viewed  again  in  the  manner  prescribed  in 
subparagrs^hs  (b)  (1)  through  (b)  (3) 
above,  with  such  reviews  being  repeated 
as  long  as  the  continued  stay  is  further 
certified  by  the  PSRO. 

(c)  Approval  of  services  incident  to 
hospitalization.  PSRO  certification  of  a 
patient’s  admission  or  continued  stay 
shall  (in  the  absence  of  specific  PSRO 
review  and  dis£q;^roval  of  a  particular 
health  care  service  rendered,  or  proposed 
to  be  midered.  during  the  length  of  stay 
certified  for  such  pcdiient)  constitute  ap¬ 
proval  of  an  health  care  services  r^- 
dered,  or  proposed  to  be  rendered,  during 


such  certified  length  of  stay.  Except  as 
provided  imder  sections  1158  and  1159  of 
the  Act  (and  in  the  absence  of  specific 
PSRO  review  and  approval  of  a  particu¬ 
lar  health  care  service  rendered,  or  pro¬ 
posed  to  be  rendered,  dming  the  patient’s 
hospital  stay),  a  PSRO  adverse  deter¬ 
mination  of  a  patient’s  admission  or  con¬ 
tinued  stay  shall  constitute  disi^proval 
of  all  health  care  services  rendei^,  or 
proposed  to  be  rendered,  during  such 
patient’s  hospital  stay.  Nothing  in  this 
section  shall  be  construed  as  precluding 
a  Medicare  fiscal  agent  or  Medicaid  State 
agency,  in  the  pnH>er  exercise  of  its 
duties  and  fimctions,  from  reviewing 
claims  for  benefits  imder  Titles  XVin 
and  XIX  of  the  Act  or  from  determining 
whether  they  meet  the  pertinent  cover¬ 
age  requirements  established  imder  Titles 
Xviil  and  XIX  and  of  the  implementing 
regulations  for  which  such  agent  or 
agency  has  responsibility.  In  addition, 
nothing  in  this  section  shall  be  construed 
as  precluding  a  Medicare  fiscal  agent  or 
M^icaid  State  agency  from  requesting 
of  the  PSRO  a  retrosi>ective  determina¬ 
tion  regarding  the  medical  necessity  and 
appropriateness  of  specific  health  care 
services  in  the  application  of  coverage  re¬ 
quirements  and  regulations. 

(d)  Review  in  case  of  delayed  identifi¬ 
cation  of  eligibility.  In  cases  of  patients 
whose  eligibility  for  benefits  is  identified 
at  some  point  after  admission,  review  of 
the  medical  necessity  for  admission  and 
continued  stay  shall  be  conducted  as  soon 
as  practicable  after  identification. 

§  101.704  Preadmission  review. 

(a)  Routine  preadmission  review.  (1) 
Each  PSRO  is  authorized  to  assess  the 
medical  necessity  and  appropriateness, 
prior  to  admission,  of  any  health  care 
service  which  is  to  be  provided  to  a 
patient  on  an  elective  basis  in  the  hos¬ 
pital.  Such  assessment  shall  consist  of 
screening  review  and,  where  necessary, 
peer  review.  Screening  review  shall  be 
conducted  by  an  appropriately  trained 
nonphyslclan  representative  of  the  PSRO 
or  by  a  physician  or  an  appropriate  non¬ 
physician  health  care  practltioned  repre¬ 
sentative  of  tile  PSRO  using  PSRO  cri¬ 
teria  and  standards  developed  pursuant 
to  Subpart  I  of  this  Part  to  screen  cases 
in  order  to  select  those  cases  requiring 
peer  review. 

(2)  In  the  case  of  Medicare  benefici¬ 
aries,  PSRO  determinations  regarding 
the  appropriateness  of  a  particular  level 
of  care  shall  be  made  in  accordance  with 
the  level  of  care  definitions  in  sections 
1814  and  1861  of  the  Act,  20  CFR  405.116, 
405.126-405.128  as  amended,  and  related 
guidelines  of  the  S^retary. 

(b)  Voluntary  preadmission  review. 
Any  attending  physician  proposing,  to 
provide  to  a  patient  health  care  services 
which  are  subject  to  the  review  of  the 
PSRO  may,  if  such  services  are  to  be 
provided  on  an  elective  basis,  request 
that  the  PSRO  perform  preadmission  re¬ 
view  in  accordance  with  paragraph  (a) 
of  this  section.  The  PSRO  shall  comply 
with  such  request  vdienever  it  is  feasiUe. 

(c)  Publication.  Prior  to  exercise  oC 
the  authority  provided  under  paragraph 
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(a)  of  this  section,  the  PSRO  shall  pub¬ 
lish  a  list  of  the  types  and  kinds  of  health 
care  services,  by  type  of  diagnosis  or 
problem,  or  M  terms  of  other  relevant 
information  relating  to  the  provision  of 
health  care  services,  which  will  be  sub¬ 
ject  to  preadmission  review  on  a  routine 
basis.  Such  list  shall  be  revised  by  the 
PSRO  fr(Hn  time  to  time  as  appropriate. 
A  copy  of  such  list,  and  any  subsequent 
revisions  thereof,  shall  be  published  in  a 
medical  publication  of  general  circula¬ 
tion  in  the  area,  and  copies  provided  to 
the  chief  of  each  hospital  medical  staff 
for  distribution  wlth^  the  hospital.  A 
current  copy  of  such  list  shall  be  avail¬ 
able  for  inspecti(m  in  the  PSRO  office 
during  regular  business  hours. 

(d)  Additional  review  procedures.  (1) 
Where  a  PSRO  determines  to  certify  an 
admission  pursuant  to  this  section,  it 
shall  follow  those  appr(H>riate  procedures 
prescribed  for  length-of-stay  assignment 
under  §  101.703(a)  (2) ,  for  continued  stay 
review  imder  S  101.703(b)  and  for  ap¬ 
proval  of  services  incident  to  hospitaliza¬ 
tion  under  S  101.703(c). 

(2)  Where  a  PSRO  has  reason  to  be¬ 
lieve  that  the  admission  will  not  be  certi¬ 
fied,  It  shaU  fcdlow  the  discussion  proce¬ 
dures  specified  In  §  101.703(a)  (3) . 

(e)  Adverse  initial  determinations. 
Where  the  PSRO  determines  that  such 
services  are  not  medically  necessary  or 
not  appropriately  provided  at  a  hospital 
level  of  care,  it  shall  promptly  render  and 
provide  notice  of  an  adverse  initial  deter¬ 
mination.  Notice  of  such  adverse  initial 
determination  shall  be  provided  as  pre¬ 
scribed  in  S  101.707. 

§  101.705  Modifications  of  rcxicu  activ¬ 
ities. 

(a)  Elach  PSRO.  when  it  has  developed 
the  review  capability  and  data  base  nec¬ 
essary  to  do  so,  shall  modify  the  review 
activities  prescribed  in  §  101.703  and 
§  101.704  in  order  to  concentrate  review 
efforts  in  areas  where  Improvement  In 
health  care  services  is  needed.  Where  ap- 
I»r(vriid«,  such  review  activities  shall  be 
modified  to  provide  for: 

(1)  the  identification  of  diagnoses, 
conditions,  elective  surgical  and  other 
major  elective  diagnostic  and  therapeutic 
procedures,  and  major  clinical  areas 
which  shall  be  automatically  certified  for 
admission  to  the  hospital  level  of  care. 
In  such  cases  a  length-of-stay  shall  be 
assigned  as  provided  for  in  S  101.703(a) 
(2)  and  continued  stay  review  performed 
as  prescribed  in  §  101.703(b) .  The  PSRO 
shall  use  normative  data  and  prior  ex¬ 
perience  in  review,  such  as  concurrent  re¬ 
view,  the  results  of  medical  care  evalua¬ 
tion  studies  or  profile  analy.sis,  in  order 
to  select: 

(1)  diagnoses  and  conditions  where 
data  are  availalfie  to  demonstrate  that 
the  criteria  for  the  presence  of  the  diag¬ 
nosis  or  condition  are  always  met; 

(ii)  elective  surgical  and  other  proce¬ 
dures  where  data  is  available  to  d^on- 
strate  that  such  procedures  are  consist¬ 
ently  medically  necessary  and  are  per¬ 
formed  on  a  ocmslstently  appropriate 
basis  in  a  particular  hospital;  and 

(ill)  major  clinical  areas  where  data  is 
available  to  demonstrate  that  admissions 
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in  such  ai'eas  are  consistently  medically 
necessary  and  appropriate  in  a  particular 
hospital. 

(2)  the  ldentificati<m  of  diagnoses, 
conditions,  elective  surgical  azKl  other 
major  elective  diagnostic  and  thersq}eu- 
tlc  procedures,  and  major  clinical  areas 
of  a  hospital  which  riiall  not  be  subject 
to  concurrent  review  and  for  whkii  the 
entire  hospitalization  shall  be  automat¬ 
ically  certified.  Such  identification  shall 
be  based  on; 

(1)  data  whk^  demonstrate  that  ad¬ 
missions  and  continued  stays  associated 
with  such  diagnoses,  conditions,  and  ma¬ 
jor  clinical  areas  are  consistently  med¬ 
ically  necessary  and  £q>propriate  at  the 
liospital  level  of  care;  and 

(ti)  data  which  demonstrate  that  elec¬ 
tive  surgical  or  other  elective  procedures 
are  apprcgnlately  performed  on  a  ccHi- 
sistent  basis  in  a  particular  hospital,  and 
consistently  account  for  medically  nec¬ 
essary  and  appropriate  continued  slays 
following  such  procedures. 

(b)  The  PSRO  shall,  through  the  per¬ 
formance  of  medical  care  evaluation 
studies  performed  pursuant  to  $101,710 
and  profile  analysis  performed  pursuant 
to  §  101.711,  assure  that  admissions  and 
hospitalizations  automatically  certified 
as  prescribed  in  paragraph  (a)  above 
continue  to  represent  consistently  ap¬ 
propriate  utilization  of  health  care  serv¬ 
ices  provided  in  hospitals. 

(c)  Hospitals  perfoi-ming  review  for 
the  PSRO  pursuant  to  Subpart  H  of 
this  Part  shall  modify  their  review  activ¬ 
ities  as  prescribed  in  paragraphs  •  a)  and 
(b)  above,  but  only  when  approved  by 
the  PSRO. 

§  101.706  Physician  certification. 

^a)  Each  PSRO  shall  specify  tlie 
points  in  time  when  the  attending  phy¬ 
sician  or  nonphysician  health  care  prac¬ 
titioner  attending  the  patient  will  certify 
the  medical  necessity  for  the  patient’s 
continued  stay  in  the  hospital.  The  first 
such  certification  shall  usually  be  no 
later  than  the  50th  percentile  of  lengths- 
of-stay  norms  for  patients  in  similar  age 
groups  wltii  similar  diagnoses.  Subse¬ 
quent  certificatiem  dates  should  be  estab¬ 
lished  by  the  PSRO  at  intervals  appro¬ 
priate  to  allow  the  PSRO  to  evaluate  the 
patient’s  need  for  further  health  care  at 
the  hospital  level. 

(b)  Each  PSRO  shall  specify  the  in¬ 
formation  which  it  requiWs  to  be  in¬ 
cluded  in  the  medical  record,  including 
progress  notes  and  orders,  in  order  to 
enable  the  PSRO  to.  evaluate  the  pa¬ 
tient’s  need  for  further  health  care  at 
the  hospital  level.  If  a  PSRO  so  specifies, 
signed  and  dated  continuing  progress 
notes  and  orders  by  the  attending  physi¬ 
cian  or  nonphysician  health  care  prac¬ 
titioner  attending  the  patient  which  jus¬ 
tify  the  medical  necessity  for  further 
health  care  in  the  hospital  (including 
inpatient  diagnostic  study  and  therapeu¬ 
tic  services)  will  suffice  to  satisfy  the 
physician  certification  requirement.  Al¬ 
ternatively,  the  PSRO  may  require  a 
form  of  physician  certification  separate 
frean  the  m^lcal  record. 

(c)  Each  PSRO  shall  devek^)  ft  mech- 
ani.sm  for  informing  all  physicians  and 
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ncmi^iyslclan  health  care  practitioners 
accorded  active  staff  privileges  In  hos¬ 
pitals  and  engaged  in  professiimal  activ¬ 
ities  In  the  PSRO  area  of  the  applicable 
ifiiyslclan  certification  requirements  and 
shall  be  responsible  for  assuring  that  the 
certification  requirements  are  being  fol¬ 
lowed.  Each  PSRO  shall  also  inform  all 
such  physician  and  appropriate  non- 
physician  practitioners  of  their  obliga¬ 
tion  not  to  provide  imnecessary  health 
care  services  and  of  the  sanctions  under 
section  1160  of  the  Social  Security  Act. 
Each  PSRO  shall  maintain,  at  its  prin¬ 
cipal  business  office,  a  copy  of  its  physi¬ 
cian  certification  requirements  and  its 
procedures  for  informing  physicians  and 
appropriate  nonphysician  practitioners 
of  their  requirements.  Each  PSRO  shall 
forward  Its  phs^lclan  certification  re- 
qiiiranents  to  the  Secretary  within  90 
days  from  the  effective  date  of  these  reg- 
ulaticms. 

§  101.707  of  iiiiliiil 

iiiinatioii!!!. 

<a)  A  notice  of  an  adverse  initial  det¬ 
ermination  under  S  101.703(a)  (1),  $  101  - 
703(b)(1).  §  101,703(c),  or  §  101.704<e^ 
shall; 

'1)  Be  provided  to  the  patient  (and, 
whei-e  appropriate,  the  patient’s  next  of 
kin  or  sponsor) ,  the  attending  physician, 
or  nonphysician  health  care  practitioner 
attending,  the  patient,  and  the  author¬ 
ized  representative  of  the  hospital; 

<2)  Be  delivered  to  each  such  person 
in  the  hospital  if  the  person  to  be  notified 
is  in  the  hospital  where  the  services  are 
being,  or  proposed  to  be,  provided,  or 
mailed  if  the  person  to  be  notified  is  not 
in  .such  hospital;  and 

(3)  Be  provided  in  writing,  although 
oral  notice  may  suffice  if  confirmed  in 
w'riting  within  two  days  of  delivering  the 
oral  notice;  and 

«4)  Contoin  the  following  informa¬ 
tion; 

<i)  The  reason  for  the  determination , 

(il)  The  date  after  which  tite  patient’s 
stay  in  the  hospital  will  not  be  approved 
as  being  medically  necessary  or  appro¬ 
priate  at  an  in-patient  hospital  level  of 
care; 

i  iii)  A  statement  informing  the  parties 
and  their  representatives  of  their  rights 
to; 

(A)  A  i-econsideration  of  the  determi¬ 
nation  in  accord  with  tqipllcable  rela¬ 
tions  of  this  Part  if  they  are  dissatisfied 
with  the  determination,  even  if  the 
patient  leaves  the  hospital  prior  to  filing 
a  request  for  reconsideration  or  prior  to 
its  c(»u>lotion;  and 

(B)  Submit  additional  documentary 
information  and  to  make  an  oral  pres¬ 
entation  at  the  reconsideration; 

(iv)  The  various  locations  for  filing 
a  reconsideration  request  and  the  appli¬ 
cable  time  period  within  which  such  a 
request  must  be  filed,  as  prescribed  tmder 
applicable  regulations  of  this  Part  and 
guidelines  published  by  the  Secretary; 
and 

(V)  A  brief  jurisdictional  statement 
concerning  the  authority  oi  the  PSRO 
and  its  responsibill^  tor  review  under 
the  Act 
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(b)  Notice  of  an  adverse  Initial  deter¬ 
mination  under  S  101.703(a)(1),  $101.- 
703(b)(1),  1101.703(e),  or  i  101.704(e), 
shall  be  provided  promptly  to:  the  Med¬ 
icaid  State  agency  or  its  designee.  In  the 
case  of  a  Medicaid  patient;  the  Medicare 
intermediary,  in  the  case  of  a  Medicare 
patient;  or  the  affected  State  ntle  V 
agency,  in  the  case  of  a  Title  V  pati^t. 

(c)  Notice  of  an  adverse  initial  de¬ 
termination  shall  be  given  to  the  patient 
(and,  where  appropriate,  the  patient’s 
next  of  kin  or  sponsor),  the  attending 
physician  or  nonphysician  health  care 
practitioner  attending  the  patient,  and 
the  authorized  representative  of  the  hos¬ 
pital  according  to  the  time  frame  speci¬ 
fied  below: 

(1)  Witliin  3  working  days  of  the  ad¬ 
mission,  under  §  101.703(a)  (1),  or 

(2)  Prior  to  the  procedure  in  the  case 
of  pre-procedure  review  imder  §  101.703 
(a)  (1)  (vl),  or 

(3)  By  the  last  day  of  the  approved 
length-of-stay  period  imder  §  101.703(b) 

(1),  or 

(4)  Prior  to  the  admission  under  §  101.- 
704. 

(d)  In  the  case  of  a  Title  V  claim,  the 
notice  under  paragraph  (a)  above  shall 
explain  that  the  PSRO  determination  is 
not  conclusive  for  payment  purposes  im¬ 
der  section  1158  of  the  Act,  and  that  Title 
V  recipients  and  providers  hjive  no  right 
to  reconsideraticm  of  such  a  PSRO  de¬ 
termination  under  section  1159  of  the 
Act. 

§  101.708  Informing  dinrharge  plan< 
ners. 

Where  a  PSRO  becomes  aware,  in  the 
course  of  review,  that  a  patient  or  pa¬ 
tients  may  require  extended  post-hos¬ 
pital  care  or  institutional  placement,  the 
PSRO  Shan  promptly  inform  the  attend¬ 
ing  physician  or  nonphysician  health 
care  practitioner  attending  the  patient 
and  those  in  the  hospital  responsible  for 
assisting  the  attending  physician  in  dis¬ 
charge  planning. 

§  101.709  Alternate  review  nietliods. 

(a)  Alternate  methods  for  conducting 
the  requirements  set  forth  in  §  101.703 
through  S  101.705,  may  be  utilized  by 
PSROs  if  a  written  plan  explaining  such 
methods  is  approv^  by  the  Secretary. 
The  Secretary  may  approve  such  alter¬ 
nate  review  methods  which  he  determines 
to  be  consistent  with  all  provisions  of 
Title  XI,  Part  B,  of  the  Act,  and  which 
have  been  shown  to  be  or  have  the  poten¬ 
tial  to  be  equal  or  more  efficient  and  ef¬ 
fective  than  those  provided  under  §  101.- 
703  through  §  101.705  of  these  regula¬ 
tions.  Alternate  review  methods  deter¬ 
mined  by  the  Secretary  to  have  such 
potential  will  be  approved  by  the  Secre¬ 
tary  for  implemoitetion  by  only  a  limited 
number  of  PSROs.  When  the  efficiency 
and  effectiveness  of  an  alternate  method 
have  been  d^nonstrated  to  the  satlsfac- 
ti<m  of  the  Secretary,  he  may  approve  its 
use  in  other  PSRO  areas. 

(b)  Alternate  review  methods  pro¬ 
posed  by  a  PSRO  to  be  utilized  for  its 
entire  area,  or  portions  of  its  area,  or 
to  be  utilized  by  hospitals  conducting 
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review  for  the  PSRO  pursuant  to  Sub¬ 
part  H.  shall  be  submitted  as  a  written 
plan  to  the  Secretary.  The  written  plan 
Shan  qjeclfy  objectives  of  the  alternate 
f^^iroach  to  ccmcurrent  and  preadmis¬ 
sion  review  which  are  cimsistent  with 
i  101.701  (a) ,  (b)  and  (c) ,  and  shall 
describe  In  detail  the  methods  to  be  used. 
Including  the  use  of  norms,  criteria  and 
standards;  the  applicability  of  the  plan 
to  the  PSRO  area;  and  the  PSRO’s  plan 
to  utilize  hospital  review  committees, 
where  appr(^riate,  to  conduct  review 
for  the  PSRO  pursuant  to  Subpart  H  of 
this  Part. 

§  101.710  Medical  rare  evaluation  stud¬ 
ies. 

(a)  Purpose  of  medical  care  evalua¬ 
tion  studies.  Each  PSRO  shall  perform 
medical  care  evaluation  studies  for  the 
purpose  of:  (1)  Assuring  that  health 
care  services  are  appropriate  to  the  pa¬ 
tients’  needs  and  are  of  appropriate 
quality; 

(2)  Assuring  that  health  care  orga¬ 
nization  and  administration  of  hospitals 
support  the  timely  provision  of  quality 
care: 

(3)  Focusing  on  patterns  of  service 
which  may  require  modification  in  re¬ 
view  efforts  as  described  in  §  101.703 
through  §  101.705; 

(4)  Identifying  changes  necessary  to 
improve  the  quality  of  care  and  the  effec¬ 
tiveness  and  efficiency  of  the  utilization 
of  services, 

(b)  Requirements.  Each  PSRO  shall 
be  responsible  for  performing,  at  a  mini¬ 
mum,  the  following  number  of  medical 
care  evaluation  studies  in  each  hospital 
in  its  area:  (1)  In  each  hospital  with 
less  than  2,500  total  admissions  per  year, 
the  PSRO  shall  perform  four  medical 
care  evaluation  studies  per  year. 

(2)  In  each  hospital  with  2,500  to  4,999 
total  admissions  per  year,  the  PSRO  shall 
perform  six  medical  care  evaluation 
studies  per  year. 

(3)  In  each  hospital  with  5,000  to  9,999 
total  admissions  per  year,  the  PSRO  shall 
perform  eight  medical  care  evaluation 
studies  per  year. 

(4)  In  each  hospital  with  10,000  to 
19,999  total  admissions  per  year,  the 
PSRO  shall  perform  ten  medical  care 
evaluation  studies  per  year. 

*  (5)  In  each  hospital  with  20,000  and 
over  total  admissions  per  year,  the  PSRO 
shall  perform  twelve  medical  care  eval¬ 
uation  studies  per  year. 

For  purposes  of  this  section,  a  year 
means  a  calendar  year.  For  purposes  of 
this  section,  performance  of  a  medical 
care  evaluation  study  shall  include  c(»n- 
pletion  of  the  study  through  the  initia¬ 
tion  of  corrective  action  as  described  in 
subparagraph  (c)  (6)  of  this  section.  The 
PSRO  shall  be  responsible  for  assuring 
that,  for  each  year,  medical  care  evalua¬ 
tion  studies  performed  shall  include 
study  of  the  care  of  patients  in  all  major 
clinical  areas  In  the  PSRO  area.  Medical 
care  evaluation  studies  which  Involve 
more  than  one  hospital  shall  be  counted 
towards  the  number  of  studies  required 
under  this  section  for  each  such  hospital 
involved  In  such  study. 


(c>  Nature  of  studies.  Each  medical 
care  evaluation  study  shall:  (1)  focus 
upon  a  known  or  suspected  problem  area 
in  organization,  delivery  or  outcome  of 
hospital  care; 

(2)  to  be  carried  out  in  accord  with 
objectives  explicitly  stated  in,  and  specif¬ 
ically  developed  fcx*,  the  study; 

(3)  utilize  criteria  and  standards  as 
described  in  paragraph  (d)  of  this  sec¬ 
tion 

(4)  where  appropriate,  include  the  use 
of  a  sample  of  patients  (including  pa¬ 
tient  records)  selected  from  all  patients 
in  the  hospital.  Such  sample  may  include 
patients  other  than  those  covered  under 
Titles  XVm,  XIX  and  V  where  such  ac¬ 
cess  to  use  of  their  records  is  autlior- 
ized  by  the  hospital; 

(5)  result  in  written  recommendaticms. 
where  indicated,  to  Institutions  or  orga¬ 
nizations  which  provide  continuing  pro¬ 
fessional  education  activities,  or  to  ap¬ 
propriate  individuals  and  organizations 
responsible  for  effecting  change  in  the 
organization  and  administration  of 
health  care  delivery  in  order  to  impi-ove 
the  quality  of  care  and  prc«note  more 
effective  and  efficient  utilize ticm  of  fa¬ 
cilities  and  services; 

(6)  include  a  plan  for  follow-up  evalu¬ 
ation  by  the  PSRO  where  indicated,  to 
determine  what  changes  have  occurred 
as  a  result  of  action  taken  pursuant  to 
subparagraph  (c)  (5)  above;  and 

(7)  include  such  a  follow-up  evalua¬ 
tion  wh^re  indicated.  ’The  follow-up 
evaluation  shall  be  done  in  a  reasonable 
time,  but  usually  no  later  than  one  year 
following  the  performance  of  the  initial 
study.  ’The  follow-up  evaluation  shall  be 
limited  to  relevant  key  indicators  of  per¬ 
formance  and  shall  not  be  counted  as  a 
new  medical  care  evaluation  study  for 
purposes  of  fulfilling  the  requirements  In 
paragraph  (b)  of  this  section. 

(d)  Use  of  criteria  and  standards. 
Criteria  and  standards  shall  be  adopted 
by  the  PSRO  in  accordance  with  Subpart 
I  of  this  Part,  w'hich  relate  to  the  specific 
objectives  of  the  medical  care  evaluation 
study.  The  criteria  and  standards  shall 
be  used  to  define  the  information  neces¬ 
sary  to  identify  the  degree  of  conform¬ 
ance  between  actual  performance  and 
that  specified  in  the  criteria.  A  PSRO 
which  identifies  a  pattern  of  perform¬ 
ance  which  does’not  conform  to  appli¬ 
cable  criteria  shall  subject  those  services 
involved  in  the  pattern  to  further  anal¬ 
ysis*.  The  identification  of  such  a  pattern 
shall  not  necessarily  constitute  a  finding 
by  the  PSRO  that  such  services  were  not 
medically  necessary,  not  of  appropriate 
quality,  or  not  provided  at  the  appro¬ 
priate  level  of  care. 

(a)  Reports  to  hospitals.  Each  PSRO 
shall  provide  the  written  results,  includ¬ 
ing  an  analysis  of  such  results,  of  each 
medical  care  evaluation  study  which  is 
pertinent  to  the  operation  of  a  particular 
hospital  to  appropriate  members  of  the 
hospital  medical  staff,  the  chief  adminis¬ 
trative  official  of  the  hospital,  and  the 
Chairman  of  the  Board  of  Trustees  (or 
other  governing  body)  of  such  hospital, 
in  conformity  with  procedures  for  con¬ 
fidentiality  as  specified  In  applicable 
regulations  of  this  Part. 
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§101.711  Profile  Analysis. 

(а)  Types  of  profiles.  (1)  Each  PSRO 
8haU  be  responsible  for  the  periodic  de¬ 
velopment  and  analysis,  in  conformity 
Vdlh  procedures  or  confidentiality  as 
specified  in  applicable  regulations  of  this 
iPart,  of  profiles  of :  (1)  Health  care  serv¬ 
ices  for  which  payment  may  be  made 
under  the  Act  provided  to  patients  in 
^hospitals  in  the  PSRO  area ; 

(ii)  each  health  care  practitioner  pro¬ 
viding  health  care  services  for  which 
pa3mient  may  be  made  imder  the  Act  in 
hospitals  in  the  PSRO  area;  and 

(iii)  each  hospital  in  the  PSRO  area 
providing  health  care  services  for  which 
payment  may  be  made  imder  the  Act. 

(2)  Profiles  shall  be  developed  using, 
at  a  minimum,  appropriate  data  elements 
collected  by  the  PSRO,  which  is  required 
to  compile  PSRO  Federal  reports  and  to 
complete  the  PSRO  Uniform  Hospital 
Discharge  Data  Set  for  each  patient 
reviewed. 

<b)  Process  of  profile  analysis.  De¬ 
pending  upon  the  nature  of  the  profile 
to  be  ana^zed,  the  process  of  analysis 
Shan  Include:  (1)  Comparison  of  pat¬ 
terns  of  care  by  similar  providers  (in¬ 
stitutions  or  practitioners) ; 

(2)  Comparison  of  current  patterns 
with  those  from  a  previous  time  period; 
and 

(3)  Identification  of  exceptional  pat¬ 
terns  using  preestablished  norms,  criteria 
and  stmidards  as  points  of  reference. 

(c)  Purposes  of  analyses.  The  pro¬ 
files  shaU  be  analyzed  by  the  PSRO  for 
the  purposes  of:  (1)  Focusing  on  pat¬ 
terns  of  service  which  may  require 
modifications  in  review  efforts  as  de¬ 
scribed  in  §  101.703  through  §  101.705; 

(2)  Identifying  possible  subjects  for 
medical  care  evaluation  studies; 

(3)  Self-evaluation  of  the  overall  per¬ 
formance  of  the  PSRO; 

(4)  Evaluation  of  the  comparative  per¬ 
formance  of  providers  (Institutions  or 
practitioners)  in  the  PSRO  area; 

(5)  Monitoring  of  review  activities 
delegated  to  hospitals  pursuant  to  Sub¬ 
part  H  of  this  Part;  and 

(б)  Determining  whether  the  care  and 
services  ordered  or  rendered  were  con¬ 
sistent  with  the  purposes  specified  in 
paragraphs  (a),  (b).  and  (c)  of  §  101.701 
and  the  criteria  and  standards  developed 
under  Subpart  I  of  this  Part. 

(d)  Provision  of  profiles  to  hospitals. 
Each  PSRO  shall  provide  the  profiles 
which  are  pertinent  to  the  operations  of 
a  particular  hospital  to  ajHiropriate 
members  of  the  hospital  medical  staff, 
the  chief  administrative  official  of  the 
hospital  and  the  Chairman  of  the  Board 
of  Trustees  (or  other  governing  body)  nf 
such  hospital. 

§  101.712  Imolveincnt  of  nonph«>i(*ian 
health  care  practitioners. 

(a)  Each  PSRO  shall  make  airange- 
ments  to  utilize,  to  the  extent  necessary 
and  {q}propriate  for  the  proper  perform¬ 
ance  of  its  duties  and  functiems,  the  serv¬ 
ices  of  nonphysican  health  care  practi¬ 
tioners  in  the  various  areas  of  health  care 
(including  dentistry) ,  which  persons 
shall,  to  the  maximum  extent  jn*actica- 


ble,  be  Individuals  engaged  in  practice 
within  the  PSRO  area. 

(b)  Such  arrangements  shall  provide 
that:  (1)  Nonphyslclan  healthcare  prac¬ 
titioners  are  Involved  in  developing  the 
PSRO  criteria  and  standards,  selecting 
norms  to  be  used,  developing  review 
mechanisms  for  the  review  of  care  pro¬ 
vided  by  such  practitioners,  and  in  the 
review  of  such  care. 

(2)  Nonphysician  health  care  practi¬ 
tioners  win  work  with,  and  make  written 
reemnmendations,  where  indicated,  to  in¬ 
stitutions  or  organizations  which  provide 
continuing  professional  education  or  to 
appropriate  individuals  and  organiza¬ 
tions  responsible  for  effecting  change  in 
the  organization  and  administration  of 
health  care  delivery  in  order  to  assure 
that  review  findings  of  the  nonphysician 
health  care  practitioners  performing 
PSRO  review  assist  in  improving  the 
quality  of  care  and  promoting  more  ef¬ 
fective  and  efficient  utilization  of  health 
care  facilities  and  services. 

§  101.713  Reviewer  qiialifiealioii*.. 

(a)  Staff  privileges.  (1)  Each  physi¬ 
cian  or  nonphysician  health  care  practi¬ 
tioner  assigned  responsibility  for  making 
initial  or  reconsidered  determinations 
concerning  health  care  services  provided 
in  a  hospital  shall  have  active  staff  priv¬ 
ileges  in  at  least  one  of  the  participating 
hospitals  in  the  PSRO  area. 

(2)  Physicians  and  nonphysician 
healtli  care  practitioners  who  do  not 
have  active  staff  privileges  in  at  least 
one  of  the  participating  hospitals  in  the 
PSRO  area  may  participate  in  medical 
care  evaluation  studies,  criteria  develc^- 
ment,  profile  analysis,  concurrent  review 
and  preadmission  review  for  hospitals 
in  the  PSRO  area  provided  that  such 
physicians  and  nonphysician  health  care 
practitioners  shall  not  make  initial  or 
reconsidered  determinations. 

(3)  A  physician  or  nonphysician 
health  care  practitioner  who  has  active 
staff  privileges  in  a  hospital  in  the  PSRO 
area  shall  not  have  responsibility  for 
making  initial  or  reconsidered  determi¬ 
nations  concerning  health  care  services 
provided  in  the  hospitals  in  which  he  has 
staff  privileges  unless:  (i)  The  hospital 
in  which  the  physician  or  nonphysician 
health  care  practitioner  has  staff  priv¬ 
ileges  is  operating  imder  a  delegatimi 
pursuant  to  section  1155(e)(1)  of  the 
Act  and  Subpart  H  of  this  Part,  or 

(ii)  The  PSRO  finds  that  such  physi¬ 
cians  or  nonphysician  health  care  prac¬ 
titioners  are  needed  to  perform  PSRO 
review  because  of  a  lack  of  alternate 
physician  or  appropriate  nonphysician 
health  care  practitioner  reviewers  avail¬ 
able  to  perform  review  in  such  hospital, 
and  such  finding  is  approved  by  the  Sec¬ 
retary  after  the  PSRO  has  notified  the 
Secretary  of  its  intention  to  use  such 
physicians  or  aimropriate  nonphysician 
health  care  practitioners,  and  provided 
its  just^cation  therefor. 

(b)  Review  of  services  provided  di¬ 
rectly  or  in  which  reviewer  was  involved. 
A  physician  cht  nimphyslclan  health  care 
practitioner  shall  not  be  permitted  to 
participate  in  the  review  of  health  care 


services  which  he  provided  directly  or  in 
the  provision  of  which  he  was  directly 
or  Indirectly  Involved.  For  purposes  of 
this  paragraph,  a  ph3rsician  or  nonphy¬ 
sician  health  care  practitioner  who  was 
directly  or  indirectly  involved  shall  be 
any  physician  who  has  issued  treatment 
orders  or  provided  consultation  regard¬ 
ing  the  services  under  review  or  any 
nonphysician  health  care  practitioner 
involved  in  the  formulation  or  execu¬ 
tion  of  the  patient’s  treatment  plan. 

(c)  Financial  interest.  A  physician  or 
noiqjhysician  health  care  practitioner 
shall  not  be  permitted  to  participate  in 
the  review  of  health  care  services  pro¬ 
vided  in  or  by  a  hospital,  if  he  or  any 
member  of  his  family  has,  directly  or 
indirect^’,  a  financial  Interest  in  such 
hospital. 

(li  For  purposes  of  this  paragraph,  a 
physician’s  or  nonphysician  health  care 
practitioner’s  family  includes  only  his 
spouse  (other  than  a  spouse  who  is  legal¬ 
ly  separated  from  him  under  a  decree  of 
divorce  or  separate  maintenance) ,  chil¬ 
dren  (including  legally  adopted  chil¬ 
dren)  ,  grandchildren,  parents  and 
grandparents. 

(2)  For  purposes  of  this  paragraph,  a 
financial  interest  means  an  ownership 
interest  in  such  hospital  and  includes: 

( i)  Sole  ownership  of  such  hospital; 

<ii>  A  partnership  Interest  in  such 
haspital: 

(ill)  Any  direct  stock  ownership  or 
debt  interest  which  Is  convertible  to  stock 
or  which  is  .secured  by  stock  in  such  has- 
pital;  or 

<iv)  A  controlling  interest  in  an  or¬ 
ganization  which  holds  any  ownership 
interest  in  such  hospital. 

<3)  For  purposes  of  this  paragraph,  an 
employment  relation^ip  does  not,  in 
itself,  constitute  a  financial  interest. 

*d)  Physician  review  by  peers.  No 
PSRO  shall  utilize  the  services  of  any 
individual  who  is  not  a  licensed  doctor 
of  medicine  or  osteopathy  to  make  final 
PSRO  determinations  with  respect  to  the 
professional  conduct  of,  or  any  act  per¬ 
formed  by,  any  other  licensed  doctor  of 
medicine  or  osteopathy  in  the  exercise 
of  his  professional  conduct. 

(e>  Physician  participation.  Each 
PSRO  shall  to  the  maximum  extent  con¬ 
sistent  with  the  effective  and  timely  per¬ 
formance  of  its  duties  and  functions :  ( 1 ) 
Encoiu^e  all  physicians  practicing  in 
the  area  served  by  the  PSRO  to  partici¬ 
pate  as  reviewers  in  the  PSRO’s  review 
activities: 

(2)  Provide  rotating  physician  par- 
ticipati(Mi  in  review  activities  on  an  ex¬ 
tensive  and  continuing  basis; 

(3)  Assure  that  participation  in  review 
activities  has  the  broadest  representation 
feasible  in  terms  of  the  various  types  of 
physician  practice  in  the  area  served  by 
the  PSRO:  and 

(4)  Utilize,  whenever  appropriate, 
medical  periodicals  and  similar  publica¬ 
tions  to  publicize  the  functions  and  ac- 
tivities  of  PSROs. 

(f)  Nonphysician  health  care  practi¬ 
tioners’  review  of  peers.  Where  nonphy¬ 
sicians  are  involved  in  review  (see  §  101.- 
712).  the  PSRO  shall  utilize  only  duly 
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qualified  nonidiyslcian  healUi  care  prac¬ 
titioners  who  meet  all  applicable  State 
or  Federal  requirements  for  the  practice 
of  th^  profession  to  make  determina¬ 
tions  with  respect  to  the  professional 
conduct  of.  or  any  act  performed  by,  any 
other  duly  qualified  peer  nonphysician 
health  care  practitioner  in  the  exercise 
of  his  professicm. 

§  101.714  Examination  of  the  operation 
and  records  of  hospitals. 

(a)  Each  PSRO  is  authorized  to  in¬ 
spect  the  operatiCHi  and  records  pertinent 
to  the  health  care  services  rendered  to 
Title  V,  XVni  or  XIX  patients  of  any 
hospital  in  the  PSRO  area  in  which  such 
services  are  provided  and  may  require 
such  hospital  to  provide  copies  of  such 
records  to  the  PSRO  in  order  to: 

a)  Evaluate  unusual  cases  which  pre¬ 
admission  review,  concurrent  review, 
medical  care  evaluation  studies,  or  pro¬ 
file  analysis  have  shown  to  deviate  sig¬ 
nificantly  from  the  PSRO  norms,  cri¬ 
teria  and  standards;  and 

(2)  Evaluate  the  capability  of  a  hos¬ 
pital  to  assume  delegated  PSRO  func¬ 
tions  and  monitor  the  performance  of  a 
hospital  which  has  assumed  delegated 
PSRO  functions,  pursuant  to  Subpart  H 
of  this  Part. 

(b)  A  PSRO  may  utilize  the  records  of 
patients  other  than  those  covered  imder 
Titles  XVTEI.  xrx  and  V,  where  access  to 
their  record.^  is  authorized  by  the  hospi¬ 
tal. 

(c)  In  performing  an  examination  a 
PSRO  shall:  (1)  Limit  the  inspection  to 
those  operations  and  records  of  a  hos¬ 
pital  which  are  necessary  in  order  to 
achieve  the  purposes  of  paragraph  (a) 
of  this  section: 

(2)  Cooperate  with  agencies  perform¬ 
ing  similar  examination  functions  under 
Title  V,  XVTEI  or  XIX  of  the  Act  in 
order  to  minimize  duplication  of  effort; 

(3)  Conduct  such  examinations  during 
the  daytime  shift  of  the  hospital;  and 

(4)  Maintain  written  records  of  such 
examination  in  its  principal  office,  and 
provide  written  reports  to  appropriate 
members  of  the  medical  staff  of  the  hos¬ 
pital,  the  chief  administrative  official  of 
the  hospital  and  the  Chairman  of  the 
Board  of  Trustees  (or  other  governing 
body)  of  the  hospital  which  has  been 
inspected,  describing  the  results  of  the 
examination  and  the  follow-up  neces¬ 
sary. 

§  101.715  Refusal  of  hospital  to  allow 
PSRO  entry  and  performance  of  re¬ 
view. 

The  refusal  of  a  hospital  in  the  PSRO 
area  to  allow  a  PSRO  to  enter  and  per¬ 
form  all  PSRO  duties  and  fimctions  re¬ 
quired  under  this  Subpart  in  such  hos¬ 
pital  shall  constitute  groxmds  for  a  PSRO 
to  determine  that  such  hospital  has  vio¬ 
lated  the  obligations  imposed  under  sec¬ 
tion  1160(a)(1)(C)  of  the  Act,  and  for 
the  PSRO  to  report  such  matter  to  the 
Secretary  under  section  1157  of  the  Act. 
§  101.716  Reports  to  the  Secretary. 

Each  PSRO  shall  submit  reports  to  the 
Secretary,  at  such  times  and  in  such 


form  as  the  Secretary  may  require  pur¬ 
suant  to  this  Subpart,  Indicating  how  it 
has  fulfilled  the  responsibilities  specified 
vmder  this  Stdtpcurt. 

(PR  Doc.77-1951  PUed  l-24-77;8:45  ami 

[  42  CFR  Part  101  ] 

RELATIONSHIP  OF  THE  PSRO  TO  HOS¬ 
PITALS  AND  UTILIZATION  OF  HOSPITAL 

REVIEW  COMMITTEES 

Subpart  H;  Notice  of  Proposed  Rulemaking 

Notice  is  hereby  given  that  the  As¬ 
sistant  Secretary  for  Health  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare,  with  the  approval  of  the  Secretary 
of  Health,  Education,  and  Welfare,  pro¬ 
poses  to  add  a  new  Subpart  H  to  Part 
101  of  Title  42,  Code  of  Federal  Regula¬ 
tions. 

The  purpose  of  the  present  proposal 
is  to  implement  the  provisions  of  section 
1155(e)  of  the  Social  Security  Act  (42 
U.S.C.  1320c-4(e) ) .  This  section  requires 
Professional  Standards  Review  Organi¬ 
zations  (PSROs)  to  utilize  the  services 
and  accept  the  findings  of  hospital  re¬ 
view  committees  when  and  to  the  extent 
and  for  such  time  as  such  committees 
have  demonstrated  to  the  PSRO’s  satis¬ 
faction  a  capacity  to  conduct  effective 
and  timely  review  so  as  to  aid  the  PSRO 
in  fulfilling  its  review  responsibilities. 
The  purpose  of  the  requirement  is  to 
build  upwn  existing  systems  of  review. 
Over  the  last  two  decades  many  hospitals 
have  gained  considerable  experience  and 
expertise  in  the  review  of  health  care. 
Rather  than  dismantling-  these  efforts, 
the  PSRO  is  to  capitalize  upon  them  in 
building  its  review  system.  Also,  how¬ 
ever,  it  must  be  recognized  that  the  PS 
RO  program  represCTits  a  major  shift  in 
the  locus  of  responsibility  for  conduct¬ 
ing  health  care  review.  Before  PSRO, 
this  responsibility  rested  with  individ¬ 
ual  hospitals,  and  Medicare  and  Medi¬ 
caid  agencies.  Under  PSRO,  the  respon¬ 
sibility  is  given  to  a  community  based 
organization  which  must  establish  an 
effective  review  system  for  the  institu¬ 
tions  in  its  area.  Therefore,  the  decision 
of  a  PSRO  to  delegate  review  to  a  hos¬ 
pital  must  be  based  upon  both  the  hos¬ 
pital’s  capability  to  conduct  effective  re¬ 
view  and  the  degree  to  which  delegation 
aids  the  PSRO  in  creating  an  efficient 
and  effective  review  system. 

The  PSRO  will  use  the  hospital’s  re¬ 
view  committee(s)  in  the  performance  of 
PSRO  preadmission  and  concurroat  re¬ 
view.  or  medical  care  evaluation  (MCE) 
studies  or  both  where  such  review  com¬ 
mittees  are  willing  and  have  the  capacity 
to  effectively  perform  these  functions. 
However,  where  the  PSRO  delegrates  the 
performance  of  either  of  these  review 
functions  to  a  hospital,  the  PSRO  still 
retains  responsibility  to  monitor  and 
assure  the  effective  performance  of  such 
functions  and  because  responsibility  for 
effective  review  cmitinues  to  reside  with 
the  PSRO,  it  is  expected  to  ex«xise  this 
delegation  authority  and  monitoring 
activity  carefully. 

’The  delegation  process  will  result  in 
the  establishment  of  a  relationship  be¬ 
tween  a  hospital  and  a  PSRO  which  will 


be  different  for  concurrent  review  than 
for  medical  care  evaluation  studies. 
When  concurrent  review  is  delegated,  all 
the  review  will  be  conducted  by  the  hos¬ 
pital  with  the  PSRO  using  retrospective 
data  analysis  and  onsite  visits  to  assure 
that  review  is  being  conducted  effectively. 
For  MCE  studies,  however,  the  PSRO  and 
the  hospital  will  work  closely  together 
on  some  or  all  of  the  studies  related  to 
that  hospital.  Thus,  while  a  delegated 
hospital  will  conduct  some  MC^  studies 
independently,  it  will  also  wwk  in  co¬ 
operation  with  the  PSRO  when  an  area- 
wide  or  multi-hospital  MCE  involves  the 
care  provided  in  that  hospital.  In  the 
hospital  which  has  not  been  delegated 
MCE  studies,  the  PSRO  must,  neverthe¬ 
less,  work  closely  with  the  hospital  staff 
in  the  design  of  studies,  implementation 
of  corrective  actions  and  conduct  of  fol¬ 
low-up  analyses.  In  both  the  delegated 
and  nondelegated  situation,  the  PSRO 
must  help  to  assure  that  the  results  of 
the  study  and  of  any  necessary  corrective 
actions  are  made  available  to  the  govern¬ 
ing  board  of  the  hospital  to  assist  the 
board  in  meeting  its  public  responsibility 
to  assure  the  provision  of  quality  care 
in  its  institution.  ’This  need  for  a  close 
relationship  between  a  PSRO  and  hospi¬ 
tal  results  from  the  fact  that  early  and 
continuous  involvement  by  those  whose 
care  is  being  assessed  by  the  medical 
care  evaluation  process  will  allow  the 
results  of  the  studies  to  have  their 
optimum  impact. 

The  proposed  regulation  outlines  the 
following  steps  in  the  delegation  process : 
(1)  PSRO  notification  to  hospitals  in  the 
PSRO  area  of  the  delegation  procedures 
and  the  factors  the  PSRO  will  use  to 
evaluate  the  hospital’s  capability;  (2) 
the  hospital’s  expression  of  interest  in 
obtaining  delegation  of  review  functions; 

(3)  the  development  of  a  hospital  review 
plan  which  meets  PSRO  requirements; 

(4)  the  PSRO  determination  of  the  hos¬ 
pital’s  capability  to  perform  delegated 
review  effectively,  based  on  the  review 
plan  and  utilizing  specific  evaluation 
factors;  (5)  agreement  upon  administra¬ 
tive  procedures  by  the  PSRO  and  the 
hospital;  and  (6)  PSRO  monitoring  of 
the  ijerformance  of  delegated  review 
functions  and  periodic  reassessment  of 
the  hospital’s  capability  to  perform  such 
review  effectively.  In  addition,  the  pro¬ 
posed  regulation  provides  a  process  for 
(1)  the  Secretary’s  consideration  of  dis¬ 
approval  of  a  delegation  or  investigation 
of  complaints  regarding  improper  re¬ 
jection  of  a  hospital’s  proposal  for  dele¬ 
gation;  and  (2)  for  reconsideration  by 
the  PSRO  of  determinations  of  capabil¬ 
ity  with  which  a  hospital  is  dissatisfied. 

’The  proposal  indicates  that  eligibility 
for  delegation  will  not  be  limited  to  utili¬ 
zation  review  committees  organized  un¬ 
der  Title  V,  XVn  and  XIX  of  the  Act, 
but  may  include  other  committees  of  a 
hospital. 

’The  proposed  regulation  applies  solely 
to  short  stay  hospitals  and  regulations 
will  be  issued  in  the  future  to  deal  with 
review  in  other  operating  health  care 
facilities  (u*  organizations. 

The  new  regulattmis  policies  o(  the 
Department  issued  July  25,  1976,  require 
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that  this  Notice  of  Proposed  Rulemaking 
(NPRM)  have  an  implementation  plan 
prepared  prior  to  its  issuance.  In  compli- 
azMie  with  these  requirements,  an  imple¬ 
mentation  plan  was  forwarded  to  the 
Secretary  and  he  has  authorized  the  is¬ 
suance  of  this  NPRM  without  the  use  of 
a  Notice  of  Intent  (NOD  which  would 
otherwise  be  required  by  the  new  policies 
because: 

1.  There  Is  an  urgent  requirement  for 
these  regi^tions. 

2.  Over  an  extended  period  of  time 
there  has  been  significant  interacticm  be¬ 
tween  the  Department  and  <M*ganizations 
and  individuals  in  the  devel(^>ment  of 
this  NPRM  which  has  satisfied  the  spirit 
and  intent  of  the  NOI.  Specifications  for 
this  NPRM  were  reviewed  by  the  Nation¬ 
al  Professional  Standards  Review  Coun¬ 
cil  at  public  meetings  and  available  for 
public  comment  at  least  twice.  Draft 
transmittals  presenting  policies  incoipo- 
rated  in  this  NPRM  have  been  presented 
to  the  National  Council,  and  circulated 
to  all  planning  and  conditional  PSROs, 
PSRO  Suport  Centers  and  professional 
organizations,  as  well  as,  other  organiza¬ 
tions  that  routinely  receive  PSRO  infor¬ 
mation.  In  addition,  requests  by  outside 
organizations  for  information  contained 
in  this  NPRM  have  been  fulfilled. 

Interested  persons  are  invited  to  sub¬ 
mit  written  c<xnments,  suggestions  or 
objectlmis  concerning  the  proposed  reg¬ 
ulations  to  the  Director,  Biureau  of  Qual¬ 
ity  Assurance,  Health  Services  Adminis¬ 
tration,  Room  16A65,  5600  Fishers  Lane, 
Rockville,  Maryland  20857,  March  28, 
1977.  All  comments  received  in  timely  re¬ 
sponse  to  this  Notice  will  be  considered 
and  will  be  available  for  public  inspec¬ 
tion  in  the  above  named  office  during 
regidar  business  hours. 

It  is  proposed  to  make  this  regulation 
effective  upon  republication  in  the  Fed¬ 
eral  Register. 

Note. — ^The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  pro¬ 
posal  requiring  preparation  of  an  Inflation 
Impact  Statement  tmder  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  November  22, 1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  January  11, 1977. 

Marjorie  Lynch, 

Acting  Secretary. 

PART  101— PROFESSIONAL  STANDARDS 
REVIEW 

It  is  therefore  proposed  to  issue  a  new 
Subpart  H  of  Part  101  of  Title  42  as  set 
out  below. 

Subpart  H— The  Relationship  of  the  PSRO  to 

Hospitals  and  Utilization  of  Hospital  Review 

ContmKtees 

101.801  Applicability. 

101.802  Definitions. 

101  AOS  General  requirements. 

101  ACM  Notification  to  hoqiltals. 

101  AOS  Letter  of  Interest. 

101 .800  Delegation  review  plan. 

101 A07  Determination  of  capability. 


101.800  Initiation  of  FBRO  review  in  non- 
delegated  hbq>ltals. 

101 AOO  Agreement  with  delegated  hospitals. 
lOlAlO  PSRO  monitoring  and  reassessment 
of  ciq>abllity. 

lOlAll  Monitoring  by  the  Secretary  and 
disapproval  for  good  cause. 

101.812  Time  and  place  of  filing  request  for 
reconslderatl<m. 

101.818  Reoonsideration  committee. 

101.814  Time  of  reoonsideration  and  notifi¬ 
cation  to  hoq>ltal. 

101 A16  Reconsideration  proceedings. 

101.818  Reconsidered  determination  and 

notification. 

101.817  Renewal  of  interest  In  performing 
review  after  a  PSRO  determina¬ 
tion  or  reconsideration. 

101 A18  Complaints  to  the  Secretary. 

101.819  Reports  to  the  Secretary. 

101.820  Previously  approved  delegations. 

Authority:  Sec.  1155(e)  of  the  Social  Se¬ 
curity  Act,  Section  249P(b)  of  Public  Law 
92-803,  88  Stat.  1436,  (42  U.S.C.  1320o-4(e) ); 
Section  1102  of  the  Social  Security  Act.  49 
Stat.  847,  as  amended  [42  UA.C.  1302]. 

Subpart  H — ^The  Relationship  of  the  PSRO 
to  Hospitals  and  Utilization  of  Hospital 
Review  Committees 

§  101.801  Applicability. 

The  provisions  of  this  Subpart  are  ap¬ 
plicable  to  the  exercise  by  PSROs  oi  their 
duties  and  functions  under  section  1155 

(e)  of  the  Act  142  U.S.C.  1320c-4(e)] 
with  regsird  to  utilization  of  the  review 
committees  of  hospitals. 

§  101.802  Definitions. 

As  used  in  this  Subpart: 

(a)  “Act”  means  the  Social  Security 
Act,  as  amended  (42  n.S.C.  Chap.  7) . 

(b)  “Active  staff  privileges  In  a  hospi¬ 
tal”  means  that  a  phirslcian  or  non¬ 
physician  health  care  practitioner  is  au¬ 
thorized  on  a  regular,  rather  than  Infre¬ 
quent  or  courtesy  basis  to  (1)  order  the 
admission  of  patients  to  a  hospital;  or 
<2)  perform  diagnostic  services  in  a  hos¬ 
pital;  or  (3)  care  for  and  treat  patients 
in  a  hospitaL 

(c)  “Ccmcurrent  review”  means  ad¬ 
mission  review  and  continued  stay  re¬ 
view. 

(d)  “Criteria”  means  predetermined 
elements  of  health  care,  developed  by 
hc«dth  professionals  relying  on  profes¬ 
sional  expertise,  prior  experience  and  the 
professional  literature  with  which  as¬ 
pects  of  the  quality,  medical  necessity, 
and  appropriateness  (rf  a  health  care 
service  or  item  may  be  compared. 

(e)  *TJelegation”  means  the  utilization 
by  the  PSRO  of  the  services  of  a  hospital 
and  acceptance  of  the  review  findings  of 
the  hospital’s  review  commlttee(s)  in 
accihrdance  with  section  1155(e)  of  the 
Act. 

(f)  “Health  care  service”  means  an 
Inpatient  service  or  Item  for  which  pay¬ 
ment  may  be  made  (In  whole  or  In  part) 
under  the  Act. 

(g)  “Hospital”  means  a  health  care 
Institution  or  distinct  part  of  a  health 
care  Institution  providing  health  care 
services  in  the  PSRO  area  as  defined  In 
section  1861(e) -(g)  of  the  Act,  except 
that  the  institution  shall  not  be  a  Chris¬ 
tian  Science  sanatorium  operated,  or 
listed  and  certified  by  the  First  Church 


of  Christ,  Scientist,  Boston.  Massachu¬ 
setts. 

(h)  “Hospital  review  committee” 
means  a  committee  established  by  a  hos¬ 
pital  to  serve  as  the  focus  for  PSRO  re¬ 
view  which  consists  of  one  or  more  phys¬ 
icians  having  active  staff  privileges  in 
such  hospital,  with  the  participation  of 
nonphysician  health  care  practitioners, 
where  appropriate. 

(1)  "Medlaal  care  evaluation  study  ’ 
means  a  process  usually  performed  ret¬ 
rospectively.  In  which  an  in-depth  as¬ 
sessment  of  the  quality  and/or  the  na¬ 
ture  of  the  utilization  of  health  care 
services  is  conducted,  corrective  action 
is  taken,  where  indicated,  and  a  subse¬ 
quent  analysis  is  made  of  the  impact  of 
the  corrective  action. 

(j)  “Nonph3rsician  health  care  practi¬ 
tioners”  means  those  health  profes¬ 
sionals  who  do  not  hold  a  Doctor  of 
Medicine  or  Doctor  of  Osteopatiiy  de¬ 
gree,  meet  all  applicable  State  or  Federal 
requirements  for  practice  of  their  pro¬ 
fession,  and  are  actively  involved  in  the 
delivery  of  direct  patient  care  or  health 
care  services. 

(k)  “Norms”  means  numerical  or  sta¬ 
tistical  measures  of  usual  observed  per¬ 
formance  of  health  care  services. 

(l)  "Physician”  means  a  Doctor  of 
Medicine  or  Osteopathy  or  another  in¬ 
dividual  who  is  authorized  under  State 
or  Federal  law  to  practice  medicine  and 
surgery,  or  osteopathy. 

(m)  “Profile”  means  aggregated  data 
In  formats  which  display  patterns  of 
health  care  services  over  a  defined  pe¬ 
riod  of  time. 

«n)  "Profile  Analysis”  means  review 
of  profiles  to  identify  and  consider  pat¬ 
terns  of  health  care  services. 

<o)  “PSRO”  means  a  Professional 
Standards  Review  Organization  which 
is  conditionally  or  unconditionally  des¬ 
ignated. 

(p)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare  to  whom  the  authority  Involved 
has  been  delegated. 

(q)  “Standards”  mean  professionally 
dev^pei^xpressions  of  the  range  of  ac- . 
ceptable  variation  from  a  norm  or  cri¬ 
terion. 

§  101.803  Iveiieral  requirements. 

(a)  No  PSRO  may  initiate  review  in  a 
hospital  unless  it  has  notified  and  eval¬ 
uated  the  capability  of  such  hospital  to 
obtain  delegation  in  accord  with 
S  101.803  through  S  101.807  of  this  Sub¬ 
part. 

(b)  Such  PSRO  shall  delegate  to  a 
hospital,  when  it  has  determined  that 
such  hospital  has  demonstrated  the  will¬ 
ingness  and  capability  to  conduct  effec¬ 
tive  and  efficient  review  activities  so  as 
to  aid  the  PSRO  hi  the  performance  of 
its  review  responsibilities,  the  perform¬ 
ance  of: 

(1)  Preadmission  review  and  concur¬ 
rent  review,  or  where  the  Secretary  has 
approved  alternative  review  activities 
pursuant  to  ( 101.709  of  this  Part,  such 
alternative  review  activities,  or 

(2)  Medical  care  evaluation  studies,  or 
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(3»  Tlie  review  activities  described  in 
both  subparagraphs  (1)  and  (2)  above. 

( c  t  Where  the  PSRO  delegates  the  per¬ 
formance  of  one  or  more  of  the  func¬ 
tions.  it  shall: 

<  1  >  Delegate  such  functions  to  the  hos- 
!)ital  rather  than  to  Individual  depart¬ 
ments  or  divisions  within  a  hospital; 

<  2  >  Perform  all  those  functions  which 
uie  not  delegated  to  the  hospital; 

(3i  In  the  delegation  of  concurrent 
review  or  preadmission  rSview  delegate 
both  admission  and  continued  stay  re¬ 
view; 

<4i  In  the  case  of  delegated  medical 
care  evaluation  studies  delegate  all  ac¬ 
tivities  related  to  performance  of  the 
study  as  described  in  Subpart  G  of  this 
Part; 

(5)  Review  profiles  of  all  area  hospitals 
at  least  for  the  purpose  of  comparative 
analysis  of  hospitals;  and 

(6)  Periodically  reassess  the  hospital 
review  committee’s  continuing  capability 
to  perform  effective  and  efficient  review 
(see  §  101.810) . 

(d)  The  Secretary  may  disapprove  a 
delegation  of  review  fimctions  for  good 
cause  pursuant  to  §  101.811. 

§  101.804  Notification  to  hospitals. 

Each  PSRO  shall  notify  in  writing  all 
hospitals  in  its  area  in  a  timely  manner 
of  the  requiremMits  of  section  1155(e)  (1) 
of  the  Act,  the  PSRO  hospital  review  re¬ 
quirements  which  may  be  del^ated,  the 
factors  and  the  process  which  the  PSRO 
will  utilize  for  evaluating  the  capajiility 
of  a  hospital  review  committee  to  per¬ 
form  review  functions  (see  §  101.807), 
and  the  procedure  necessary  to  apply  for 
a  delegation  of  PSRO  functions.  An  ex¬ 
ample  of  the  notification  letter  shall  be 
submitted  to  the  Secretary  for  his  ap¬ 
proval  prior  to  use. 

§  101.805  Leller  of  inicrcsi. 

( a)  A  hospital  which  seeks  to  obtain  a 
delegation  of  PSRO  review  fimctions 
shall  submit  a  letter  of  Interest  to  the 
PSRO  signed  by  an  authorized  repre¬ 
sentative  of  the  hospital  medical  staff 
and  the  chief  administrative  official  of 
the  hospital  containing,  at  a  minimum, 
the  following  informaticm; 

(1)  Ihe  specific  functions%for  which 
delegation  is  sought;  and 

(2)  An  expression  of  the  hospital’s  wil¬ 
lingness  to  accept  PSRO  evaluaticm  and 
monitoring  of  its  review  activities. 

(b)  A  letter  of  Interest  may  be  accom¬ 
panied  by  a  delegation  review  plan  as 
specified  in  S  101.806. 

(c)  If  a  hospital  does  not  forward  a 
letter  of  Interest  in  response  to  the 
PSRO’s  written  notification  within  thirty 
calendar  days  following  the  PSRO  noti¬ 
fication,  the  PSRO  shall  forward  a  sec¬ 
ond  writtoi  notification  in  a  form  similar 
to  the  original  to  such  hospital.  If  the 
hospital  does  not  respond  to  the  second 
notification  within  10  calendar  days,  or 
provides  written  notification  to  the  P£^0 
that  it  does  not  desire  to  perform  PSRO 
1-  view  functlcms,  tixe  PSRO  shall  notify 
the  hospital  that  the  PSRO  will  begin  to 
perfoxm  review  In  the  hospital  in  accord- 
:  nee  with  applicable  regulations  of  this 


Part  and  procedures  approved  by  the 
Secretary.  In  such  cases,  administrative 
procedures  developed  by  the  PSRO,  with 
the,c(X)sultation  of  the  hospital,  shall  be 
executed  indicating  the  scope  of  PSRO 
activities  in  the  hospital,  as  specified  in 
§  101.808. 

(d)  A  hospital  review  committee  may 
forward  a  letter  of  interest  to  the  PSRO 
at  any  time.  A  PSRO  which  receives 
such  letter  later  than  10  calendar  days 
following  the  second  notification  de¬ 
scribed  in  paragraph  (c)  will  proceed  to 
make  a  determination  of  capability  in 
accord  with  the  procedures  set  forth  in 
this  Subpart,  except  that  it  shall  render 
such  a  determination  within  six  months 
from  the  date  of  receipt  of  the  delega¬ 
tion  review  plan,  unless  the  time  period 
specified  in  §  101.817  is  applicable. 

§  101.806  Delegation  review  plan. 

A  hospital  seeking  delegation  shall  de¬ 
velop  a  plan  describing  how  it  will  or¬ 
ganize  its  resources  and  implement 
PSRO  review  functiems  for  which  It 
seeks  delegation.  Such  plan  shall  be 
consistent  with  the  PSRO’s  approved 
formal  plan  and  shall  be  submitted  to 
the  PSRO  no  later  than  30  days  from 
the  date  the  letter  of  Interest  was 
mailed.  The  delegation  review  plan  shall 
include: 

(a)  A  description  of  the  manner  in 
which  the  hospital  will  orgranize  itself  to 
conduct  the  delegated  review  activities 
and  those  activities  supportive  of  dele¬ 
gated  review: 

(b)  A  description  of  the  proposed  op¬ 
eration  of  the  review  effort  under  the 
direction  of  the  hospital  review  com¬ 
mittee,  including: 

(1)  The  number  and  types  of  hospital 
personnel  to  be  used  for  each  type  of 
review; 

(2)  The  methods  of  providing  for  se¬ 
lection,  training  and  reimbursement  for 
review  personnel ; 

(3)  The  methods  of  involving  nonphy¬ 
sician  health  care  practitioners  in  review 
functions: 

(4)  A  description  of  the  prc«)Osed  use 
of  norms,  criteria  and  standards  in  re¬ 
view; 

(5)  Methods  by  which  review  findings 
will  lead  to  aiH>ropriate  continuing  edu¬ 
cation  activities  and  administrative 
change; 

(6)  The  functions  which  the  hospital 
review  ccunmittee  expects  to  be  per¬ 
formed  by  PSRO  persxmn^  for  those  re¬ 
view  functions  not  delegated ; 

(c)  A  description  of  the  proposed  re¬ 
lationships  with  Titles  V,  Xvxii  and 
XIX  claims  payment  agencies.  Including 
the  mechanisms  to  be  used  in  notifying 
these  agencies*  of  those  delegated  review 
determinations  that  impact  on  claims 
payment; 

(d)  The  methods  of  providing  for  data 
collection,  data  flow  and  informatiem 
release  to  satisfy  PSRO  profile  and  re¬ 
porting  requirements,  including  a  de- 
scriptimi  of  the  current  and  proposed 
relatiimships  of  the  hospital  with  hos¬ 
pital  discharge  abstract  data  processors; 

(e)  ITie  number  of  physicians  mi  the 
hospital’s  medical  staff  who  are  eligible 


for  PSRO  membership,  as  defined  in  ap¬ 
plicable  regulations  of  the  Secretary, 
and  the  number  who  actually  are  mem¬ 
bers; 

(f)  Specific  information  about  the 
hospital’s  existing  review  system,  if  any, 
including  narrative  material  concerning 
operating  procedures,  results,  and  fol¬ 
low-up; 

(g)  Information  w^hich  characterizes 
the  hospital  including  number  of  beds: 
total  admissions  each  year;  Title  XVni, 
Title  XIX,  and  Title  V  admissions  each 
year;  type  of  ownership;  teaching  affil¬ 
iations;  and  size  and  specialization  of 
medical  staff. 

§  101.807  DctiM'iniiiutiuii  of  rapalulily. 

(a)  Each  PSRO  shall,  within  90  cal¬ 
endar  days  from  receipt  of  such  delega¬ 
tion  review  plan,  determine  the  capabil¬ 
ity  of  each  review  committee  of  a  hos¬ 
pital  which  forwards  a  letter  of  interest 
and  a  delegation  review  plan  to  such 
PSRO,  except  as  provided  in  §  101.805 
(d)  and  §  101.817. 

(b)  Each -PSRO,  in  making  such  a  de¬ 
termination  of  capability,  shall  utilize 
written  evaluation  factors  which  shall 
be  submitted  to  the  Secretary  prior  to 
use  and  no  such  factors  shall  be  utilized 
by  the  PSRO  unless  approved  by  the 
Secretary. 

(c)  The  evaluation  factors  shall  meas¬ 
ure  the  capability  of  the  hospital  review 
committee  to  effectively  and  efficiently 
perform  review  activities,  as  prescribed 
in  Subpart  G  of  this  Part,  so  as  to  aid  in 
accomplishing  the  purposes  described  in 
section  1155(a)  (1)  of  the  Act,  and  shall 
include,  at  a  minimum  the  following: 

(1)  "The  degree  to  which  the  review 
mechanisms  and  the  organization  for 
review  that  the  hospital  proposes  provide 
the  hospital  witti  the  capability  to  meet 
the  PSRO  program  objectives  specified 
in  §  101.701  of  this  Part  and  the  PSRO’s 
approved  formal  plan; 

(2)  The  PSRO  determination  of  th« 
adequacy  of  the  performance  of  the  hos¬ 
pital  in  Medicare  and  Medicaid  utiliza¬ 
tion  review  activities.  In  making  such  a 
determination,  the  PSRO  shall  consider 
information  solicited  by  the  PSRO  and 
received  from  the  Medicare  State  survey 
agency  and  the  appropriate  Medicare 
intermediaries  and  the  Medicaid  State 
agency  concerning  the  hospital’s  past 
“lierformance  In  Medicare  and  Medicaid 
utilization  review  and  information  ob¬ 
tained  by  the  PSRO  through  site  visits 
to  such  hospitals; 

(3)  The  degree  to  which  the  delega¬ 
tion  of  one  or  more  functions  to  the  hos¬ 
pital  assists  the  PSRO  in  fulfilling  its 
objective  of  establishing  an  effective  and 
efficient  areawide  review  system; 

(4)  Membership  in  the  PSRO  of  at 
least  25  percent  of  those  physicians  with 
active  staff  privileges  in  the  hospital  who 
are  eligible  to  be  PSRO  members;  and 

(5)  The  capacity  to  provide  the  PSRO 
with  the  data  required  by  the  PSRO  for 
monitoring  of  the  hospit^  review  activi¬ 
ties  and  the  generation  of  profiles  and 
reports. 

(d)  Such  determinatimi  shall  be  made 
by  an  evaluation  committee,  designated 
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by  the  governing  body  of  the  PSRO, 
which  shall  consist  of  two  or  more  PSRO 
members.  No  member  of  such  evaluation 
committee  may  participate  in  a  determi¬ 
nation  of  capability  of  a  hospital  in 
which:  (1)  He  has  a  financial  interest  as 
defined  in  §101.713  of  this  Part;  or 

(2)  He  has  active  staff  privileges  as 
defined  In  §101.702  of  this  Part,  unless 
special  arrangements  are  made  with  the 
approval  of  the  Secretary  to  utilize 
members  who  have  active  staff  privileges 
in  the  hospital  due  to  lack  of  alternate 
physicians  to  conduct  the  determina¬ 
tion. 

(e)  The  PSRO  shall  provide  written 
notice  of  the  determination  of  capability 
to  the  hospital  within  90  days  of  receipt 
of  the  delegation  review  plan.  Including 
in  such  notice  a  statement  of  the  reasons 
for  the  determination  and  an  explana¬ 
tion  of  the  hospital’s  right  to  obtain  a 
reconsideration  by  the  PSRO  of  any  de¬ 
terminations  of  capability  with  which 
the  hospital  is  dissatisfied. 

(f)  Each  PSRO  shall  maintain  a  rec¬ 
ord  of  the  decision  and  the  information 
which  formed  the  basis  for  the  deter¬ 
mination  of  capability. 

(g)  Any  hospital  which  is  dissatisfied 
with  a  PSRO  determlnaticHi  of  the  hos¬ 
pital  review  committee’s  capability  to 
perform  delegated  review  effectively,  in¬ 
cluding  a  determination  that  the  hospi¬ 
tal  review  committee  is  not  performing 
effectively  a  review  fimctlcm  which  has 
been  delegated  (see  §  101.810),  may  re¬ 
quest  a  PSRO  reconsideration  of  such 
determination  in  accordance  with  §  101.- 
812.  A  PSRO  may  at  any  time  initiate  a 
reconsideration  of  a  determination  of 
capability. 

§  101.808  Initiation  of  P.SRO  review  in 
nonddegated  hospitals. 

(a)  Where  the  PSRO  has  made  a  de¬ 
termination  not  to  delegate  the  perform¬ 
ance  of  review  fimctlons  to  a  hospital,  or 
a  determination  to  withdraw  delegation 
of  review  functions  from  a  hospital  (see 
§  101.810) ,  the  PSRO  shall,  after  provid¬ 
ing  notice  to  the  hospital  as  specified  In 
§  101.807(e),  initiate  review  functions  in 
such  hospital  within  a  reasonable  time 
and  in  accord  with  procedures  approved 
by  the  Secretary  and  applicable  regula¬ 
tions  of  this  ParC.  The  initiation  of 
PSRO  review  shall  not  be  postponed  be- 
caxise  of  a  request  for  reconsideration  by 
the  hospital.  Any  subsequent  request  by 
the  hospital  to  perform  delegated  review 
shall  be  subject  to  the  time  period  speci¬ 
fied  in  §  101.817  regarding  PSRO  consid¬ 
eration  of  the  request. 

(b)  Where  the  PSRO  has  made  a  de¬ 
termination  as  described  in  paragraph 
(a)  of  this  section,  or  where  the  PSRO 
will  begin  to  perform  review  in  a  hospital 
as  provided  in  §101;805(c),  the  PSRO 
shall  develop  administrative  and  review 
procedures,  with  the  consultation  of  each 
hospital  and  the  approval  of  the  Secre¬ 
tary  in  such  time  and  manner  as  pre¬ 
scribed  under  applicable  regulations  of 
this  Part  relating  to  the  assumption  of 
review  resp<Misibilltles  by  PSROs.  Such 
procedures  shall  include: 


(1)  The  specific  review  functions  to  be 
performed  by  the  PSRO  in  the  hospital 
in  accord  with  the  aiHiroved  formal  plan 
of  the  PSRO,  'ntle  XI,  Part  B  of  the  Act 
and  the  regulations  of  this  Part; 

(2)  The  review  procedures  to  be  fol¬ 
lowed  by  the  PSRO  in  the  hospital  in 
accord  with  the  approved  formal  plan  of 
the  PSRO; 

(3)  A  schedule  Indicating  the  time  for 
phasing-in  of  each  fxmetion; 

(4)  ’The  norms,  criteria  and  standards 
to  be  used  by  the  PSRO  in  review  in  ac¬ 
cord  with  Subpart  I  of  this  Part; 

(5)  Mechanisms  for  notifsdng  the 
Titles  XVJLLI,  XIX,  and  V  pajrment  agen¬ 
cies  of  review  determinations; 

(6)  PSRO  responsibilities  for  data  col¬ 
lection,  data  flow  and  information  re¬ 
lease: 

(7)  Specifications  for  the  selection, 

training,  and  reimbursement  of  review 
personnel  by  the  PSRO;  ^ 

(8)  The  PSRO’s  plan  for  handling  re¬ 
considerations  and  appeals  of  its  re¬ 
view  decisions; 

(9)  The  methods  for  the  PSRO  to  pro¬ 
vide  profiles,  medical  care  evaluation 
studies  and  other  pertinent  information 
to  the  hospital; 

(10)  Tlie  methods  of  involving  non- 
physician  health  care  practitioners  in 
review  fimctlons;  and 

(11)  A  PSRO  mechanism  for  resolv¬ 
ing  disputes  with  the  hospital  regard¬ 
ing  PSRO  procedures. 

§  101.809  Agreement  with  delegated 
hospitals. 

Where  the  PSRO  has  made  a  deter¬ 
mination  pursuant  to  §  101.807  to  dele¬ 
gate  the  performance  of  review  func¬ 
tions  to  a  hospital,  the  PSRO  and  the 
hospital  shall  enter  into  a  written  agree¬ 
ment  signed  by  the  chief  administrative 
official  of  the  PSRO,  and  an  authorized 
representative  of  the  hospital’s  medical 
staff,  the  chief  administrative  official  of 
the  hospital  and  the  (Chairman  of  the 
Board  of  Trustees  (or  other  governing 
body)  for  a  time  period  not  to  exceed 
one  year  which  shall  be  renewable.  The 
PSRO  shall  submit  a  model  of  such 
agreement  to  the  Secretary  prior  to  use. 
A  PSRO  may  not  enter  into  an  agree¬ 
ment  with  a  hospital  until  the  Secretary 
has  approved  its  model  agreement.  Each 
signed  agreement  shall  be  retained  at 
the  principal  offices  of  the  PSRO  for  pub¬ 
lic  inspection  during  regular  business 
hours  and  shall  include; 

(a)  The  sjjecific  review  functions  to 
be  performed  by  the  hospital  under 
delegation; 

(b)  The  specific  review  functions 
which  will  not  be  delegated  and  will  be 
performed  by  the  PSRO; 

(c)  Agreement  by  the  hospital  that  it 
will  perform  those  functions  and  re¬ 
sponsibilities  for  which  it  has  received 
delegation  in  accord  with  the  require¬ 
ments  placed  upon  PSROs  for  such 
functions  and  responsibilities  under 
Title  XI,  Part  B  of  the  Act,  42  CPR 
Part  101,  the  approved  formal  plan  of 
the  PSRO  and  the  review  plan  submitted 
by  the  hospital  under  §  101.808; 
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(d)  A  schedule  indicating  the  time  for 
phasing-in  of  each  function; 

(e)  The  norms,  criteria  and  standards 
to  be  used  by  the  hospital  in  review  in 
accord  with  Subpart  I  of  this  Part; 

(f)  Methods  of  Involving  the  hospital 
in  the  PSRO  plan  for  reconsiderations 
and  appeals; 

(g)  Methods  for  PSRO  monitoring  of 
delegated  review  functions  including  in¬ 
spection  of  the  operation  and  records 
of  the  hospital  (see  §  101.714  of  this 
Part) ; 

(h)  Methods  for  the  PSRO  to  report 
profiles,  medical  care  evaluation  studies 
and  other  pertinent  information  to  the 
hospital; 

(i)  Procedures  for  reassessing  the 
hospital,  in  accord  with  §  101.810; 

(j)  PixKjedures  for  the  resolution  of 
disputes  between  the  hospital  and  the 
PSRO,  which  shall  include  agreement 
that  if  the  hospital  and  the  PSRO  are 
unable  to  agree  upon  any  item  in  dis¬ 
pute,  such  dispute  shall  be  submitted  io 
the  Secretary  to  make  a  determination  to 
resolve  the  dispute.  Where  a  dispute  is 
submitted  to  the  Secretary,  he  will  desig¬ 
nate  an  official  to  make  an  initial  deter¬ 
mination  within  30  days  from  the  sub¬ 
mittal  based  upon  his  consideration  of 
any  written  Information  submitted  by 
the  hospital  or  the  PSRO  and  any  oral 
presentations  made  at  an  informal  meet¬ 
ing  involving  all  parties  to  the  dispute, 
as  deemed  appropriate  by  such  official. 
The  Secretary  will  review  such  initial 
determination,  render  a  final  determina¬ 
tion  within  60  dasrs  from  the  submittal 
and  notify  the  PSRO  and  the  hospital 
of  his  determination,  with  a  full  explana¬ 
tion  of  the  reasons  for  such  determi¬ 
nation; 

(k)  Procedures  for  the  termination  of 
the  agreement  which  shall  Include  pro¬ 
vision  that  the  agreement  may  be  ter¬ 
minated  by  the  PSRO  upon  reassessment 
in  accord  with  §  101.810,  or  by  the  hospi¬ 
tal,  upon  90  days  notice  to  the  PSRO,  or 
by  the  Secretary,  pursuant  to  §  101.811. 
Where  a  PSRO  has  been  so  notified  it 
shall  initiate  review  in  such  hospital  as 
specified  in  §  101.808;  and 

(l)  Provisions  for  modification  of  the 
agreement  with  the  approval  of  both 
parties. 

§  101.810  PSRO  monitoring  and 
sessment  of  capability. 

(a)  Each  PSRO  shall  periodically 
mcHiitor  and  reassess,  by  means  of  anal¬ 
ysis  of  profiles  and  reports  provided  by 
the  hospital  and  on-site  inspections,  the 
performance,  effectiveness  and  efficiency 
of  each  hospital  review  committee  in  its 
area  of  delegated  functions  in  order  to: 

(1)  Assure  compliance  with  the  agree¬ 
ment  described  in  i  101.809  and  the  pro¬ 
visions  of  this  Subpart; 

(2)  Assess  the  effectiveness  and  effi¬ 
ciency  of  the  delegated  hospital  review  in 
terms  of  the  purposes  of  review  as  spec- 
ffled  in  i  101.701  of  this  Part; 

(3)  Reassess  the  appropriateness  of 
continued  delegation  of  the  performance 
of  PSRO  review  functions  baaed  upon  the 
capability  of  the  hospital  review  com- 
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mittee  to  perform  review  in  an  effective 
and  efficient  manner,  in  accord  with 
written  evaluatitm  factors  developed  by 
the  PSRO  and  availaUe  to  all  hospitals 
in  the  PSRO  area.  The  evaluation  fac¬ 
tors  shall  be  submitted  to  the  Secretary 
prl(^  to  use  and  no  such  factors  shall  be 
utilized  by  a  PSRO  unless  approved  Iv 
the  Secretary.  Such  evaluation  factors 
for  reassessment  shall  include,*' at  a 
minimum: 

(i)  The  degree  to  which  the  hospital 
has  performed  delegated  functions  in 
accord  with  the  agreement  specified  in 
S  101.809; 

(ii)  The  effectiveness  and  efficiency  of 
the  performance  of  delegated  functions; 

(iii)  The  maintenance  of  membership 
in  the  PSRO  of  at  least  25  percent  of 
those  ihysicians  with  active  staff  privi¬ 
leges  in  the  delegated  hospital  who  are 
eligible  to  be  PSRO  members; 

(iv)  The  degree  to  which  delegation 
arrangem^ts  with  the  hospital  are  dem¬ 
onstrated  to  fulfill  the  PSRO  objective  of 
establishing  an  efficient  and  effective 
areawide  review  systwn. 

(b)  Where  the  PSRO  determines  that 
a  hospital  which  has  been  del^rated  re¬ 
view  functions  is  not  performing  such 
functions  effective,  the  PSRO  shaU  no¬ 
tify  the  hospital  and  the  Secretary  of 
such  determinatimi  as  specified  in  §  101.- 
807(e)  and  shall  initiate  review  in  the 
hospital  as  specified  in  §  101.808. 

§  101.811  Monitoring  by  the  Secretary 
and  disapproval  for  good  cause. 

(a)  The  Secretary  will  periodically 
require  the  PSRO  to  submit  r^wrts  in¬ 
dicating  those  hospitals  which  have  been 
delegated  the  performance  of  review 
functions  and  the  manner  in  which  they 
are  performing  and  the  Secretary  may 
disapprove  for  good  cause  such  delega¬ 
tion  determinaticm.s.  The  Secretary  shall 
take  into  consideration  any  comments 
submitted  by  Medicare  fiscal  agents  or 
State  Medicaid  or  Title  V  agencies  re¬ 
garding  the  appropriateness  of  a  delega¬ 
tion  of  review  to  a  hospital  or  effective¬ 
ness  of  the  performance  of  d^^ated  re¬ 
view  fxmctions  by  a  hospital.  For  pur¬ 
poses  of  this  Subpart,  “good  cause” 
for  disapproval  of  a  del^;ation  shall 
include: 

(1)  A  PSRO  determination  of  capa¬ 
bility  which  does  not  comply  substan¬ 
tially  with  the  procedures  of  this  Sub¬ 
part; 

(2)  The  hospital’s  substantial  non- 
compliance  with  the  agreement  de¬ 
scribed  in  §  101.809  or  the  provisions  of 
this  SulHiart;  and 

(3)  The  hospital’s  failure  to  perform 
delegated  review  functions  effectivdy 
and  efficiently  so  as  to  aid  the  PSRO 
in  the  performance  of  its  review 
responsibilities. 

(b)  Wh^e  the  Secretary  disaiH>rovee 
a  delegation  of  review  functicms  pur¬ 
suant  to  paragn^  (a)  of  this  section, 
he  wUl  notify  the  PSRO  and  the  hos¬ 
pital,  in  writing,  provldlnf  a  statement 
explaining  his  dlsaMHtmJ  and  the  cause 
for  such  disapproval  at  least  30  days 
prior  to  the  effective  date  of  tiM  dis¬ 
approval.  The  PSRO  and  the  hospital 


shall  have  an  opportunity,  prior  to  such 
effective  date,  to  file  a  written  statement 
with  the  Secretary  explaining  the  rea¬ 
sons  why  such  dlsm)I»oval  should  not 
become  effective.  If  tuo  such  statement  is 
received  prior  to  the  effective  date,  the 
disapproval  shall  be  final  on  the  effec¬ 
tive  date  and  tide  hospital  shall  no  Icmger 
retain  PSRO  delegation  to  perfMm  re¬ 
view.  In  such  case,  the  PSRO  shall 
initiate  review  in  the  hospital  as  spec¬ 
ified  in  S  101.808.  Any  subsequent  re¬ 
quest  by  the  hospital  to  perform  d^e- 
gated  review  shall  be  subject  to  the  time 
period  in  §  101.817  regarding  PSRO  con¬ 
sideration  of  the  request.  If  the  Secre¬ 
tary  determines  that  additional  in¬ 
formation  indicates  "good  cause”  for 
disapproval  does  not  exist  and  the  dis¬ 
approval  should  not  become  effective,  he 
will  withdraw  the  notice  of  disapproval. 

§,101.812  Time  and  place  of  filing  re¬ 
quest  for  reconsideration. 

(a)  A  request  by  a  hospital  for  re- 
considen>tion  of  a  PSRO  determination 
of  a  hospital  capability  to  perform  dele¬ 
gated  review  functions  effectively  shall 
be  made  in  writing  by  the  authorized 
representative  of  the  hospital  medical 
staff  and  the  chief  administrative  official 
of  the  hospital  and  filed  at  the  principal 
office  of  the  PSRO  within  60  days  from 
the  date  of  the  mailing  of  the  notice  of 
capability  by  the  PSRO  to  the  hospital, 
unless  such  time  Is  extended  by  the 
PSRO  for  good  cause. 

(b)  The  reconsideration  request  shall 
include  a  stat^nent  speclfsdng  the  par¬ 
ticular  reasons  why  the  hospital  seeks 
reversal  of  the  determination,  including 
the  results  of  any  remedial  actions 
which  may  have  been  taken  by  the  hos¬ 
pital  to  correct  deficiencies, 

§  101.813  Reconsideration  rommittee. 

The  PSRO  shall  designate  a  committee 
of  PSRO  members,  in  accord  with 
S  101.807(d) ,  to  conduct  the  reconsidera¬ 
tion,  except  that  no  PSRO  m^bers  may 
serve  who  participated  in  the  determina¬ 
tion  (rf  the  capability  of  the  hospital 
which  is  being  reconsidered. 

§  101.814  Time  of  reconsideration  and 
notification  to  hospital. 

(a)  The  reconsideration  proceedings 
shall  begin  not  later  than  14  calendar 
days,  excluding  holidays,  from  the  date 
of  the  receipt  by  the  PSRO  of  the  re¬ 
quest  for  reconsideration,  or  at  the  op¬ 
tion  of  the  hospital,  at  a  later  time. 

(b)  The  PSRO  shall  notify  the  hos¬ 
pital  no  less  than  ten  calendar  days  prior 
to  the  reconsideratiem  proceedings  of  the 
time  and  place  of  the  reconsideration 
proceedings.  Such  notice  shall  offer  the 
hospital  an  opportunity  to  make  an  oral 
presentatiem  and  offer  additicmal  writ¬ 
ten  informatiem. 

§  101.815  Reconsideration  proceedings. 

(a)  Reconsideration  proceedings  shall 
be  informal  and  need  not  be  boimd  by 
formal  rules  of  evidence  or  other  formal 
IKTOcediues. 

(b)  The  reconsideration  committee 
shall  review  the  determination  of  capa¬ 


bility,  the  reasons  and  information  upon 
which  the  determination  of  capability 
was  based,  and  any  additicaial  informa- 
tiem  submitted  to  the  PSRO  by  the  hos¬ 
pital. 

§  101.816  Reconsidered  deleriiiinatioii 
and  notification. 

(a)  The  PSRO  shall  make  a  recon¬ 
sidered  determination,  affirming,  modify¬ 
ing  or  reversing  the  initial  determination 
of  capability,  based  upon  the  informa¬ 
tion  reviewed  during  the  reconsideration 
proceedings. 

(b)  The  PSRO  shall  provide  written 
notice  of  the  reconsidered  detennlnation 
to  the  hospital,  including  a  statement  of 
the  reasons  for  the  reconsidered  d^r- 
mmatlon,  within  30  days  from  the  date 
of  the  commencement  of  the  reconsider¬ 
ation  proceedings. 

(c)  Each  PSRO  shall  maintain  a  rec¬ 
ord  (ff  the  decision  and  the  information 
which  formed  the  basis  for  the  recon¬ 
sidered  determination  of  capability,  in¬ 
cluding  a  record  summarizing  the  recon¬ 
sideration  proceedings. 

§  101.817  Renewal  of  interest  in  per¬ 
forming  review  after  a  PSRO  deter¬ 
mination  or  reconsideration. 

Where  a  hospital  review  committee 
previously  has  received  a  negative  deter¬ 
mination  under  §  101.807  regarding  its 
capability  to  perform  review  effectively, 
such  hospital  may  at  any  time  formally 
renew  its  Interest  in  obtaining  a  delega¬ 
tion  of  PSRO  review  functions  by  filing 
a  letter  of  interest  pursuant  to  §  101.805. 
Such  letter  of  interest  shall  Include  any 
progress  which  the  hospital  has  made 
since  the  determination  in  effectively 
performing  review  functions  for  which  it 
is  seeking  delegation.  In  such  cases,  the 
PSRO  shall  within  one  year  from  the 
date  of  the  filing  of  the  letter  of  interest, 
make  a  new  determination  of  the  capa¬ 
bility  of  the  hospital  to  perform  review 
effectively  and  efficiently. 

§  101.818  Complaints  to  the  Secretary*. 

.  (a)  A  hospital  may  make  a  written 
complaint  to  the  Secretary  if  it  believes 
that  a  PSRO  has  not  complied  sub- 
stantisdly  with  the  requirements  of  this 
Subpart  or  that  the  PSRO  determina¬ 
tions  of  ciqjabllity  are  motivated  by  non¬ 
professional  prejudice  or  bias.  The  com¬ 
plaint  Shan  Include  a  statement  of  the 
reasons  for  such  belief. 

(b)  The  Secretary  will  investigate 
such  complaint  and  if  the  Secretary 
finds  that  a  PSRO  has  not  ccnnplied  sub- 
stantiaUy  with  the  requirements  of  this 
Subpart  or  that  its  determinations  of 
capability  are  motivated  by  nonprofes¬ 
sional  prejudice  or  bias,  he  may  take  ap¬ 
propriate  action  to  correct  the  abuse,  in¬ 
cluding  termination  of  the  PSRO  agree¬ 
ment. 

§  101.819  Reports  to  the  Secretary. 

Each  PSRO  shall  submit  such  reports 
to  the  Secretary,  as  the  Secretary  shall 
deem  appropriate,  indicating  the  man¬ 
ner  in  which  It  has  fuUUled  its  responsi¬ 
bilities  under  this  Subpart. 
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§  101.820  Previously  approved  delega¬ 
tions. 

SectiMis  101.804  through  101.809  of 
this  Subpart  shall  not  i^ply  to  delega¬ 
tions  or  notification  and  evaluation  ac¬ 
tivities  leading  to  delegation  which  were 
effected  prior  to  the  effective  date  of  this 
Subpart  under  procedures  approved  by 
the  Secretary. 

[FR  Doc.77-1952  Piled  1-24^77; 8:45  am) 


[42CFRPart  101] 

NORMS  FOR  PSRO  HOSPITAL  REVIEW 
Subpart  I;  Notice  of  Proposed  Rulemaking 

Notice  is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
with  the  ai^roval  of  the  Secretary  of 
Health,  Education,  and  Welfare,  pro¬ 
poses  to  add  a  new  Subpart  I  to  Part  101 
of  Title  42,  Code  of  Federal  Regulations. 

The  new  Subpart  would  implement,  in 
part,  the  provisions  of  Section  1156  of 
the  Social  Security  Act  (42  n.S.C.  1320c- 
5)  with  regard  to  the  development  and 
application  of  “professionally  developed 
norms  of  care,  cUagnosis  and  treatment” 
(Le.  norms,  criteria  and  standards) , 
which  must  be  applied  by  PSROs  as 
principal  points  of  evaluatlcm  in  the  re¬ 
view  ^  health  care  services  provided  In 
hospitals  under  Titles  V.  XVm  and 
XEK  of  the  Social  Security  Act.  The  use 
of  norms,  criteria  and  standards  in  the 
PSRO  hospital  review  process  grows  out 
of  the  experiences  of  medical  care  foun¬ 
dations,  individual  hospitals  and  Experi¬ 
mental  Medical  Care  Review  Organiza¬ 
tions  (EMCROs)  In  developing  such  tools 
for  streamlining  the  review  process.  The 
use  of  explicitly  stated  norms,  criteria 
and  standards  as  tools  for  Initial  screen¬ 
ing  serves  to  make  the  review  process 
more  objective  and  to  minimize  the 
demaiKls  of  the  hospital  review  system 
on  physician  time.  By  using  such  screen¬ 
ing  tools,  trained  nonphysician  health 
care  professionals  can  conduct  screening 
review  and  identity  cases  requiring  peer 
review.  Norms,  criteria,  and  standards  do 
not  constitute  absolute.  deflniU(»is  of 
proper  utilization  and  hieh  quality.  Most 
of  the  care  reviewed  by  the  PSRO  will 
fall  within  the  standards  set  by  peer 
practitlon^  and  will  require  no  fiirther 
review.  Care  falling  outside  that  range, 
however,  will  then  be  subject  to  closer 
scrutiny  by  peers, to  assure  that  services 
f(Mr  Medicare,  Medicaid,  and  Maternal 
and  Child  Health/Crippled  Children’s 
Services  patients  are  necessary,  appro¬ 
priate  and  of  high  quality.  It  should  be 
emphasized  that  eriteria  and  standards 
do  not  imply  the  requirement  of  “cook¬ 
book”  medicine.  The  fact  that  an  indi¬ 
vidual  episode  of  care  may  fall  outside 
the  standard  set  by  the  local  PSRO  does 
not  imply  that  such  care  is  of  inferior 
quality;  rather,  it  is  an  Indication  that 
closer  professional  review  should  be  c(m- 
ducted  in  order  to  assure  appropriateness 
of  the  care. 

These  regulations  require  that  norms 
and  criteria  be  emloyed  in  c<mcurrent 
and  preadmission  review  or  in  alternate 
review  methods  improved  by  the  Secre¬ 
tary,  pursuant  to  Section  101.709  of  this 


Part.  Standards  are  not  specifically  re¬ 
quired  in  these  review  processes,  but  may 
be  onployed  by  PSROs.  For  example,  the 
screening  criteria  employed  in  concur¬ 
rent  or  preadmission  review  generally 
define  elements  of  medical  practice 
which,  in  the  Judgment  of  lo<^  l>eer 
practitioners,  should  be  present  in  either 
100  percent  or  0  percent  of  cases.  Where 
such  criteria  are  not  met,  the  case  will 
be  referred  for  peer  review.  Used  in  this 
way,  criteria  are  being  employed  as 
standards  in  the  concurrent  or  pread¬ 
mission  review  process. 

Only  criteria  and  standards  are  re¬ 
quired  to  be  employed  in  medical  care 
evaluation  studies.  The  use  of  norms  is 
not  a  requirement  because  when  norma¬ 
tive  data  is  used  in  a  medical  care  evalu¬ 
ation  study,  it  is  xised  only  after  those 
designing  the  study  have  determined 
that  the  norm  represents  a  goed  to  be 
achieved  (that  Is,  the  norm  is  being  used 
as  a  criterion  or  standard) . 

Regional  norms,  criteria,  and  stand¬ 
ards  will  be  distributed  by  the  National 
Professional  Standards  Review  Coimcil 
and  wiU  be  used  as  principal  points  of 
reference  by  each  PSRO  as  it  establishes 
norms,  criteria  (including  length-of- 
Btay  projections)  and  standards  for  its 
area.  Until  such  time  as  the  National 
Council  distributes  six;h  regl(Hial  norms, 
criteria  and  standards,  PSROs  wUl  be 
expected  to  utilize  available,  statistically 
valid  regional  data  to  develop  length-of- 
stay  projecti(ms,  and  avaflable  sets  of 
criteria  and  standards  as  gruldes  to  de¬ 
veloping  PSRO  area  criteria  and  stand¬ 
ards.  In  additl(Hi  to  its  responsibility  to 
distribute  regional  norms,  criteria  and 
standards,  the  National  Council  will  be 
anahrzing  the  ai^roprlateness  of  varia¬ 
tions  among  the  norms,  length-of-stay 
projections,  criteria  and  standards  em~ 
idoyed  by  PSROs.  When  it  distributes 
the  regional  norms,  crit^a  and  stand¬ 
ards,  the  National  Council  will  use  them 
as  principal  points  of  reference  In  identi¬ 
fying  significant  varlati<His.  As  specified 
in  section  1156(a)  of  the  Social  Security 
Act,  when  the  Council  determines  that 
the  variation  in  a  PSRO’s  norms,  length- 
of-stay  projections,  or  other  criteria  or 
standards  is  lniq>iHt>piiate,  the  PSRO 
may  not  use  those  nonns,  criteria, 
standards.  A  PSRO  may  use  criteria  and 
standards  which  vary  frexn  its  areawide 
criteria  and  standards  for  preadmission 
and  concurrent  review  in  hospitals  or 
subareas  having  limited  resources,  im- 
usual  patient  populations,  or  other  char¬ 
acteristics  which  make  the  variation  ap¬ 
propriate.  Such  varlatl(m  would  be  ex¬ 
pected  to  be  the  exception,  rather  than 
the  rule,  and  each  PSRO  should  c(hi- 
sider  carefully  any  request  by  a  hospital 
to  vary  from  the  PSRO  areawide  criteria 
and  standards  used  in  the  concurrent 
and  preadmissl(m  review  process. 

The  proposed  regulations  setting  forth 
the  PSRO  hospital  review  process,  under 
Subpart  G  (published  in  proposed  form 
at  the  same  time  as  this  Subpart  I)  pro¬ 
vide  that  length-of-stay  norms  will  be 
\ised  to  assist  the  PSRO  In  developing 
loigth-of-stay  projectlcms  which,  in  turn, 
assist  in  setting  the  time  when  the  next 
PSRO  review  must  be  completed.  C?riterla 


will  be  used  in  concurrent  and  preadmis¬ 
sion  review  for  screening  in  order  to  se¬ 
lect  from  a  large  numbo*  of  cases  those 
which  require  peer  review.  For  example, 
where  a  PSRO  review  coordinator  finds 
that  certain  ph3rsical  symptoms  or  diag¬ 
nostic  test  results  of  a.  patient  are  not 
cemsistent  with  the  exited  developed  by 
the  PSRO  for  a  certain  diagnosis,  the 
coordinator  would  refer  the  case  to  a 
PSRO  physician  advisor  for  peer  review. 
When  an  admission  Is  certified,  the  co¬ 
ordinator  would  then  set  a  length-of- 
stay  period  at  the  end  of  which  continued 
stay  review  must  be  cmnpleted. 

In  making  this  assigiunent,  review  co¬ 
ordinators  will  use  length-of-stay  pro¬ 
jections  developed  by  physicians  of  the 
PSRO,  In  developing  such  projections, 
these  physicians  will  use  regional  and, 
when  available,  PSRO  length-of-stay  in- 
formati(m  as  guides.  These  projections 
will  assist  in  assigning  certified  loigths- 
of-stay  which  refiect  the  point  in  time 
that  patients  with  a  given  diagnosis  or 
imdergoing  a  given  procedure  should  be 
ready  for  discharge.  These  projections 
would  then  be  available  to  review  coor¬ 
dinators  as  they  screen  Individual  admis¬ 
sions.  Because  individual  patients  vary 
widely  in  their  cUnical  presentation,  it 
win  often  be  appropriate  In  Individual 
cases  to  assign  a  length-of-stay  period 
shmier  or  l<mger  than  ttie  projected  pe¬ 
riod  developed  for  an  aggregate  of  pa¬ 
tients.  This  may  be  done  by  the  review 
coordinator,  often  with  the  guidance  of 
the  physician  advisor.  In  other  instances, 
a  patient  wfll  preset  a  problem,  rather 
than  a  clear  diagnosis.  In  such  cases,  the 
length-of-stay  assignment  should  be 
based  on  a  projection  of  when  the  nature 
of  the  patient’s  c<mditlon  will  be  more 
fully  clarified.  When  a  patient  Is  admit¬ 
ted  with  a  diagnosis  for  which  the  PSRO 
has  not  made  the  projections  noted 
above,  it  would  need  to  utilize  loigth- 
of-stay  norms  in  assigning  a  length-of- 
stay  period,  m  such  cases,  review  organi¬ 
zations  often  assign  a  period  based  on 
the  50th  percentile  of  lengths-of-stay  for 
patients  of  a  similar  age  and  condition. 
Finally,  In  those  Instances  where  a  PSRO 
is  ccmducting  concurrent  quality  assur¬ 
ance,  it  may  wish  to  assign  a  length-of- 
stay  period  based  on  the  point  In  time 
that  a  critical  procedmre  or  outcome  may 
be  expected  to  occur. 

Under  these  regulations  and  Subp>art 
O,  criteria  and  standards  are  also  estab¬ 
lished  as  points  of  reter&ice  for  each 
medical  care  evaluatlcm  study,  by  the 
group  or  committee  respcmsible  for  the 
study,  in  advance  of  its  actual  conduct. 
Patterns  of  medical  care  which  depart 
fr(xn  the  previously  established  criteria 
and  standards  are  then  analyzed  to  de¬ 
termine  the  cause  of  such  departure  and 
to  assess  the  need  for  programs  of  edu¬ 
cation  or  administrate  change.  In  addi¬ 
tion,  norms,  criteria  and  standards  will 
be  sq>plled  by  each  PSRO  as  points  of 
reference  in  the  anatyslB  oi  profiles  of 
health  services,  health  care  practitioners, 
and  hospitals. 

The  new  regulatioDs  policies  of  the  De- 
partmoxt  Issued  July  25,  1976,  require 
that  this  Notice  of  Proposed  Rulemaking 
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(NPRM)  have  an  implementation  plan 
prepared  prior  to  its  Issuance.  In  c<Mn- 
pliance  with  these  requirements,  an  im¬ 
plementation  idan  was  forwarded  to  Uie 
Secretary  and  he  has  authorized  the  is¬ 
suance  of  this  NPRM  without  the  use  of 
a  Notice  of  Intent  (NOD  which  would 
otherwise  be  required  by  the  new  policies 
because: 

1 .  There  is  an  urgent  requirement  for  these 
regulations. 

2.  Over  an  extended  period  of  time  there 
has  been  significant  Interaction  between  the 
Department  and  organizations  and  Indi¬ 
viduals  in  the  development  of  this  NPRM 
which  has  satisfied  the  spirit  and  Intent  of 
the  NOI.  Specifications  for  this  NPRM  were 
reviewed  by  the  National  Professional  Stand¬ 
ards  Review  CouncU  at  public  meetings  and 
available  for  public  comment  at  least  twice. 
Draft  transmittals  presenting  policies  incor¬ 
porated  in  this  NPRM  have  been  presented  to 
the  National  Council,  and  circulated  to  all 
planning  and  conditional  PSROs,  PSRO  Sup¬ 
port  Centers  and  professi(mal  cs'ganizatlons, 
as  weU  as  other  organizations  that  routinely 
receive  PSRO  Information.  In  addition,  re¬ 
quests  by  outside  organizations  for  Informa¬ 
tion  contained  in  this  NPRM  have  been  ful¬ 
filled. 

Interested  persons  are  invited  to  sub¬ 
mit  written  comments,  suggestions  or  ob¬ 
jections  concerning  the  proposed  regula¬ 
tions  to  the  Director.  Bureau  of  Quality 
Assurance,  Health  Services  Administra¬ 
tion,  Room  16A55,  5600  Fishers  Lane, 
Rodfvllle,  Maryland  20857  on  or  before 
March  28.  1977. 

All  comments  received  in  timely  re¬ 
sponse  to  this  Notice  will  be  considered 
and  will  be  available  for  public  inspec¬ 
tion  in  the  above  named  office  during 
regular  business  hours. 

It  is  proposed  to  make  this  regulation 
effective  upon  republication  in  the  Fed¬ 
eral  Register. 

Note. — The  Department  of  Health,  Educa¬ 
tion.  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inllatl<m  Impact 
Statement  imder  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated :  November  22,  1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  January  11,  1977. 

Marjorie  Lynch, 

Acting  Secretary. 

PART  101— PROFESSIONAL  STANDARDS 
REVIEW 

It  is  proposed  to  issue  a  new  Subpart 
I  of  Part  101  of  Title  42  as  set  out  below. 
Sul^art  I — ^Norms  for  PSRO  Hospital  Review 
S^c* 

101.901  Applicability. 

101.902  Definitions. 

101.903  AppUcatlon  of  norms,  criteria  and 

standards  In  the  review  serv¬ 
ices  provided  In  hospitals. 

101.904  Regional  n«ms,  criteria  and  stand¬ 

ards. 

101.906  PSRO  establishment  of  area  norms, 
criteria  and  standards. 

101.906  Technical  assistanoe. 
lOlJMT  Approval  of  significant  differences 
from  regional  norms,  oiteiia  aoA 
standards. 

101.906  AvaUabill^  of  norms,  criteria  and 
staaduds  for  Ini^ectlon. 


AiTTHoaiTT:  Sec.  1156,  Social  Security  Act, 
Sec.  3WF(b)  of  Pub.  L.  93-006,  86  Stat.  1436- 
1436,  (43  UH.C.  1330(C)  (5) );  sec.  1103  of  the 
Social  Security  Act  49  Stat.  647,  as  amended 
(42  UJ3.C.  1803) . 

Subpart  I — Norms  for  PSRO  Hospital 
Review 

§  101.901  Applif;ability. 

Section  1156  of  the  Act  requires  that, 
in  carrying  out  Its  review  responsibilities 
as  prescribed  under  Secticm  1155<a)  (1) 
and  (2)  of  the  Act,  each  PSRO  shall  ap¬ 
ply  professionally  developed  nmms  of 
care,  diagnosis  and  treatment  based  upon 
typical  patterns  of  practice  in  its  area  as 
principal  points  of  evaluatiixi  and  review. 
The  regulations  of  tills  Subpart  are  ap¬ 
plicable  to  the  development  and  applica¬ 
tion  of  such  norms  with  regard  to  health 
care  services  and  items  for  which  pay¬ 
ment  may  be  made  imder  the  Act  which 
are  provided  in  hospitals  for  which  a 
PSRO  has  assumed  review  responsibility. 

§  101.902  Definitions. 

As  used  in  this  Subpart : 

(a)  “Act”  means  the  Social  Security 
Act,  as  amended  (42  n.S.C.  Chapter  7) . 

(b)  “Area”  means  the  geographical 
area  within  the  boundaries  of  a  State,  or 
within  the  boimdaiies  of  one  or  more 
counties  or  other  political  subdivisions  in 
a  State,  designated  as  constituting  an 
area  with  respect  to  which  a  PSRO  may 
be  designated,  pursuant  to  Section  1152 

(a)  of  the  Act. 

(c)  “criteria”  means  predetermined 
elements  of  health  care,  developed  by 
health  professionals  relying  on  profes¬ 
sional  expertise,  prior  experience  and  the 
professional  literature,  with  which  as¬ 
pects  of  the  quality,  medical  necessity, 
and  appropriateness  of  health  care  serv¬ 
ices  may  be  compared. 

(d)  “Hospital”  means  a  health  care  in¬ 
stitution  or  distinct  part  of  a  health  care 
instituti(«  in  the  PSRO  area  as  defined 
in  section  1861(e) -(g)  of  the  Act,  except 
that  such  institution  shall  not  be  a 
Christian  Science  sanatorium  operated, 
or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston, 
Massachusetts. 

(e)  “Length-of-stay  projection”  means 
a  criterion  which  defines  the  expected 
point  in  time  at  which  patients  of  similar 
age  and  diagnosis  or  condition  would  be 
expected  to  be  ready  for  discharge.  This 
projection  is  established  by  the  PSRO 
based  upon  an  analysis  of  reglcmal  norms 
and,  where  available,  PSRO  area  norms 
for  lengths-of-stay. 

(f)  “National  Cotmcil”  means  the  Na¬ 
tional  Professkmal  Standards  Review 
Council  established  under  Section  1163 
of  the  Act. 

(g)  “Norms”  means  numerical  or  sta¬ 
tistical  measures  of  usual  observed  per¬ 
formance  of  health  care  Mtlvities. 

(h)  “Professionally  developed  norms 
of  care,  diagnosis  and  treatment”  means 
norms,  criteria  and  standards. 

(1)  “PSRO”  means  a  Professional 
Standards  Review  Organization  which  is 
conditionally  or  unconditionally  desig¬ 
nated.  f 

(j)  “Region”  means  a  geographical  di¬ 
vision,  as  detamlned  by  the  Secretary 


with  the  advice  of  the  National  Coimcil, 
which  is  larger  than  a  PSRO  area  and 
with  respect  to  which  the  National  Coun¬ 
cil  may  distribute  norms,  criteria,  and 
standards  to  PSROs  wltUn  such  divi¬ 
sion. 

(k)  “Standards”  means  professionally 
developed  expressions  of  the  range  of 
acceptable  variation  of  performance 
from  a  norm  or  criterion. 

(l)  “The  Secretary”  means  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare, 
or  any  other  officer  or  employee  of  the  - 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  authority  involved 
has  been  delegated. 

§  101.903  Application  of  norntji,  criteria 
and  standards  in  the  reviev  of  serv¬ 
ices  provided  in  hospitals. 

(a)  Norms  and  criteria  applied  in  pre¬ 
admission  and  concurrent  review.  Each 
PSRO  shall,  in  the  preadmission  and 
concurrent  review  process,  as  specified 
in  §§  101.703,  101.704,  and  101.705  of  this 
Part: 

(1)  Apply  criteria  specifying  clinical 
indications  for  hospital  admission,  the 
appropriate  nature  of  a  preadmission 
work-up  and/or  the  types  of  services 
which  are  most  effectively  and  appro¬ 
priately  provided  at  a  hospital  level  of 
care,  in  accord  with  SS  101.703(a)  (1)  (ii) . 
101.703(b)  (1)  (i) ,  and  101.704(a)  (1) . 

(2)  Apply  length-of-stay  projections 
or  norms  in  assigning  initial  and  ex¬ 
tended  certified  length-of-stay  periods, 
in  accord  with  §§  101.703(a)  (2)  (i)  and 
(ii)  and  (b)  (2)  of  this  Part. 

(3)  Identify  diagnoses,  conditions, 
clinical  areas  or  procedures  which,  based 
upon  analysis  of  normative  data  and 
prior  experience,  will  be  automatically 
certified  for  admission,  in  accord  with 
§  101.705  of  this  Part. 

(4)  Apply  length-of-stay  norms  to 
specify  the  time  when  attending  physi¬ 
cian  certifications  are  required,  in  ac¬ 
cord  with  S  101.706(a). 

(b)  Norms  and  criteria  applied  in  al¬ 
ternate  review  methods.  Where  the  Sec¬ 
retary  has  ai^roved  an  alternate  review 
method,  pursuant  to  §  101.709  of  this 
Part,  norms  and  criteria  shall  be  apphed 
as  specified  in  the  approved  alternate  re¬ 
view  plan. 

(c)  Criteria  and  standards  applied  in 
medical  care  evaluation  studies.  Each 
PSRO  shall  aiH>ly  criteria  and  stand- 
arvis  in  medicsd  care  evaluation  studies, 
conducted  pursuant  to  S  101.710  of  this 
Part.  Such  criteria  and  standards  shall 
relate  to  the  sp>ecific  objectives  of  the 
medical  care  evaluation  study  and  shall 
be  used  to  define  the  information  neces¬ 
sary  to  identify  the  degree  of  conform¬ 
ance  between  actual  performance  and 
that  specified  in  the  criteria.  The  identi¬ 
fication  of  a  pattern  of  performance 
which  does  not  conform  to  applicable 
criteria  or  standards  shall  result  in  those 
services  involved  in  the  pattern  being 
subjected  to  further  analysis  through 
p)eer  review. 

(d)  Norms,  criteria  and  standards  ap¬ 
plied  in  profile  analysis.  Norms,  criteria 
and  standards  shall  be  applied  by  each 
PSRO  as  points  of  reference  in  the 
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analysis  of  profiles  under  §  101.711  of 
this  Part  for  the  purposes  stated  in 
§  101.711(c)  of  this  Part. 

(e)  Application  of  PSRO  norms,  cri- , 
teria  and  standards  by  delegated  hos-  ’ 
pitals.  All  hospitals  which  are  delegated 
review  fimctions  imder  Subpart  I  of  this 
Part  shall  apply  norms,  criteria  and 
standards  which  are  established  by  the 
PSRO  in  the  same  manner  as  required  of 
the  PSRO  under  this  section,  except  as 
specified  in  §  101.905(e). 

§  101.904  Regional  iioriii«.  erileria  and 
standards. 

(a)  The  National  Council  shall  provide 
for  the  distribution  to  each  PSRO  of  ap¬ 
propriate  regional  norms,  criteria,  and 
standards  to  be  used  by  the  PSRO  as 
principal  points  of  reference  in  its  estab¬ 
lishment  of  area  norms,  criteria,  includ¬ 
ing  length-of-stay  projections,  and 
standards. 

(b)  The  Secretary  will,  within  30  days 
from  the  date  of  each  such  distribution, 
publish  a  notice  in  the  Federal  Register 
stating  that  the  distribution  has  been 
made  by  the  National  Council,  and  that 
such  material  will  be  open  to  insp>ection 
and  copying  by  members  of  the  public  at 
the  Office  of  the  Assistant  Secretary  for 
Health. 

(c)  The  National  Council  shall,  from 
time  to  time,  review  the  material  it  has 
distributed,  make  revisions  where  appro¬ 
priate,  and  distribute  revisions  to  each 
PSRO.  A  notice  of  the  availability  of  such 
revisions 'for  inspection  shall  promptly 
be  published  by  the  Secretary  in  the  Fed¬ 
eral  Register  in  accord  with  paragi-aph 

(b)  of  this  section. 

§  101.905  PSRO  establishment  of  area 
norms,  criteria  and  standards. 

(a)  Elach  PSRO  shall  establish  writ¬ 
ten  area  norms,  criteria  (including 
length-of-stay  projections),  and  stand¬ 
ards  which  are  required  in  Subpart  G  of 
this  Part  for  preadmission  and  concur¬ 
rent  review,  or  for  alternate  review 
methods,  and  for  profile  analysis,  using 
as  principal  points  of  reference  such  re¬ 
gional  norms,  criteria  and  standards  as 
have  been  distributed  under  §  101.904  and 
PSRO  area  norms  which  refiect  typical 
patterns  of  practice  in  the  entire  PSRO 
area, 

(b)  Each  PSRO  shall  establish  written 
criteria  and  standards  to  be  used  as  prin¬ 
cipal  points  of  reference  in  conducting 
medical  care  evaluation  studies  as  de¬ 
scribed  in  §  101.710  of  this  Part.  - 

(c)  Each  RSRO  shall  specify,  in^e 
written  formal  plan  to  be  approved  by 


the  Secretary  prior  to  designation  of  the 
PSRO.  the  organizational  structiu'e  and 
procedures  which  the  PSRO  will  employ 
to  establish,  disseminate,  .validate  and 
modify  norms,  criteria,  and  standards. 

(d)  Each  PSRO  shall  periodically  re¬ 
assess,  revise  and  update  the  norms,  cri¬ 
teria  and  standards  currently  applied  in 
preadmission  and  concurrent  review,  or 
in  an  alternate  review  method  estab¬ 
lished  pursuant  to  §'101.709  of  this  Part. 

(e)  Where  patterns  of  practice  in  cer¬ 
tain  locations  or  hospitals  are  substan¬ 
tially  different  from  patterns  in  the  re¬ 
mainder  of  the  PSRO  area,  and  the 
PSRO  determines  that  there  is  a  reason¬ 
able  basis  for  such  difference,  such  as 
limited  resources,  imusual  patient  popu¬ 
lations  or  other  characteristics  which 
make  the  variation  appropriate,  the 
PSRO  may  establish  different  criteria 
(including  length-of-stay  projections), 
and  standards  for  use  in  preadmission 
and  concurrent  review  to  be  applicable 
only  to  such  locations  or  hospitals  in  the 
PSRO  area. 

§  101.906  Teclinii-al  assistance. 

The  National  Council  and  the  Secre¬ 
tary  will,  upon  request,  subject  to  the 
availability  of  funds  aiid  personnel,  pro¬ 
vide  technical  assistance  to  aid  each 
PSRO  in  utilizing  applicable  regional 
norms,  criteria  and  standards,  as  prin¬ 
cipal  points  of  reference  in  establishing 
PSRO  area  norms,  criteria  and  stand¬ 
ards. 

§  101.907  Approval  of  significant  differ¬ 
ences  from  regional  norms,  eriteria 
and  standards. 

(a)  All  norms,  criteria  (including 
length-of-stay  projections),  and  stand¬ 
ards  to  be  employed  by  each  PSRO  in  the 
preadmission  and  concurrent  review 
process,  or  in  an  alternate  reviea'  method 
established  pursuant  to  §  101.709  of  this 
Part,  shall  be  forwarded  by  the  PSRO  to 
the  Secretary  upon  their  establishment 
and  revisions,  if  they  have  been  made, 
at  least  annually  thereafter. 

(b)  Criteria  and  standards  established 
by  the  PSRO  for  use  in  medical  care 
evaluation  studies  and  norms,  criteria 
and  standards  for  use  in  profile  analysis 
shall  be  forwarded  by  each  PSRO  to  the 
Secretary  on  a  sample  basis  in  accord¬ 
ance  with  sqipllcable  procedures  specified 
by  the  Secretary. 

(c)  The  Secretary  will  review  the 
norms,  criteria  and  standards  established 
and  sutunitted  by  the  PSRO  pursuant  to 
paragraph  (a)  above  and  identify  signifi¬ 
cant  differences  from  the  regicMial  norms. 


criteria  and  standards  distributed  by  the 
National  Coimcil.  The  Secretary  will  so 
notify  the  National  Coimcil  and  the 
PSRO.  Such  notice  will  explain  that  the 
PSRO  may  consifit  and  discuss  with  the 
National  Council  as  to  whether  a  reason¬ 
able  basis  exists  for  Usage  of  such  nomis, 
criteria  and  standards  which  differ  from 
regional  norms,  criteria  and  standards  if 
the  PSRO  forwards  a  written  request  to 
the  National  Council  within  30  days  of 
the  notice. 

(d)  The  National  Council  shall,  after 
appropriate  consultation  and  discussion 
with  ttie  PSRO,  if  such  consultation  and 
discussion  is  requested  within  the  time 
specified,  approve  or  disapprove  the 
PSRO  norms,  criteria  and  standards  in 
question  based  upon  its  determination  as 
to  whether  a  reasonable  basis  exists  for 
the  usage  of  such  norms,  criteria  and 
standards. 

(e)  Norms,  criteria,  and  standards  es¬ 
tablished  and  submitted  by  the  PSRO  in 
accordance  with  §  101.905  and  §  101.907 
(a)  may  be  used  by  each  PSRO  in  the 
concurrent  and  preadmission  review- 
process,  or  in  an  alternate  review  method 
established  pursuant  to  §  101.709  of  this 
Part,  unless  such  norms,  criteria  and 
standards  have  been  disapproved  by  the 
National  Council. 

(f)  If  the  National  Council  disap¬ 
proves  certain  PSRO  norms,  criteria  or 
standards,  the  PSRO  shall  make  appro¬ 
priate  modifications  for  revlewr  by  the 
Secretary  pursuant  to  paragraphs  'a> 
and  (c)  of  this  section. 

§  101.908  Availability  of  norms,  rritoria 
and  standards  for  inspertioii. 

(a)  Each  PSRO  shall  disseminate  to 
each  hospital  in  the  PSRO  area  a  copy 
of  the  norms,  criteria  (including  length- 
of-stay  projectiMis) ,  and  standards  to  be 
employ^  by  the  PSRO  and  by  delegated 
hospit^  in  the  preadmission  and  con¬ 
current  review  process,  w  in  an  alternate 
review  method  established  pursuant  to 
§  101.709  of  this  Part. 

(b)  Each  PSRO  shall  publish  in  local 
medical  periodicals  and  in  one  news¬ 
paper  of  gOT.eral  circulation  in  the  area 
a  notice  stating  that  the  norms,  criteria 
and  standards  currently  employed  by  the 
PSRO  in  concurrent  and  preadmission 
review  (or  an  alternate  review  method 
established  pursuant  to  §  101.709  of  this 
Part) ,  in  medical  care  evraluatlon  studies, 
and  in  profile  analysis  are  available  at 
the  principal  office  of  the  PSRO  for  pub¬ 
lic  inspecti(»i. 
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